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The Drug Evaluation Program 


OF THE AMERICAN MEDICAL ASSOCIATION 


By R. T. STORMONT, M. D. 


This Paper, Read on February 20 at the 1953 Meeting of the New York 
State Bar Association's Section on Food, Drug and Cosmetic Law, Outlines 
the Drug-Acceptance Policy of the AMA's Council on Pharmacy and Chemistry 


| est IRE the turn of the century there were available relatively 
few drugs of any significant therapeutic value. The market was 
flooded with bogus or worthless remedies for practically every disease 
condition imaginable. No doubt many charlatans and quacks would 
welcome a return to those good old days when they could merchandise 
their so-called medicinal wares with little or no fear of restraint 

\ reaction to such a situation was inevitable as the medical pro 
fession came to recognize and appreciate its responsibilities. ‘The art 
of medicine had been practiced for centuries while the science of 
medicine had been undergoing a most slow and difficult birth. Fifty 
vears ago physicians who were disgusted with the fakery extant in the 
promotion of therapeutic agents demanded that steps be taken to 
combat this evil. Asa result of their protests, the Council on Pharmacy 
and Chemistry of the American Medical Association was organized 1n 
1905 to serve the medical profession, as well as the general public, 
by providing and publishing authoritative information regarding medicinal 
agents. 
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At first, the council was concerned primarily with the problem of 
exposing quackery in the field of therapeutics. Secret remedies pro 
moted to the medical profession under false or grossly exaggerated 
claims provided a major target for the activities of the council. After 
the enactment of laws providing for a more adequate regulatory con 
trol over drugs by government agencies, the council tended to devote 
its efforts more toward the encouragement of a constructive program 
of rational therapeutics. 


At present, the council evaluates drugs primatily through its accept 
ance program, which depends wholly upon the voluntary cooperation 
of pharmaceutical firms. Ethical drug manufacturers have come to 
realize that acceptance of a medicinal product by the council is of 
mutual benefit to themselves, the public and the medical profession 
The rules under which the council has conducted its acceptance pro 
gram have undergone relatively little change down through the years 


They are both sound and reasonable when considered from the stand 


point of the public interest and service to the medical profession. 


What does council acceptance of a drug signify’ It simply means 
that a pharmaceutical firm has presented a drug to the council in much 
the same manner as a new-drug application is submitted to the Food 
and Drug Administration, that the council has decided the usefulness 
of such a drug outweighs its harmful propensities and that the firm 
has agreed to abide by the council's rules and any stipulations regard 
ing limitations of promotional claims. The firm is then permitted to 
display the council seal of acceptance on the labeling and other promo- 
tional material for the drug. It is well to point out that technically 
the drug is simply accepted for inclusion in New and Nonofficial 
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Remedies, an annual publication of the council. Contrary to some 
opinion, acceptance is not meant to imply endorsement. 


Does council acceptance mean anything more than an ettective 


new-drug application insofar as a particular product is concerned? 


The answer lies in Section 505 of the Federal Food, Drug, and Cosmetic 
\ct. The new-drug section of the Act deals solely with the matter 
of safety for use. As a result, the federal regulatory authorities have 
dithculty in quarreling with overenthusiastic or unestablished promo 
tional claims relating to efficacy of a new drug. On the other hand, 
under the Council's rules, a pharmaceutical firm must shoulder the 
burden of proof and submit convincing evidence to substantiate any 
proposed claims pertaining to efficacy. It is in this respect, primarily, 
that the council acceptance program goes beyond the requirements 
necessary to gain an ettective new-drug application. It 1s for this 
reason, too, that the council's seal of acceptance has real meaning to 


the medical profession. 


Meets Pressing Need of Members of Medical Profession 

The average physician today has neither the time nor the facili 
ties to evaluate new drugs adequately and determine their proper 
dosage, uses, limitations and hazards. He is becoming increasingls 
aware of the service which the council and cooperating drug manu 
facturers perform for him in this regard. In short, he wants to know 
the truth, and nothing but the whole truth, about a given drug 
Obviously, itis the nght and duty of the physician to know the essen 
tial composition of the drugs which he prescribes. He also wishes to 
know if mixtures are unnecessarily complex, in order to avoid the 
danget ot pres ribing needless potent ingreds nts or several drugs ol 
ditferent actions in fixed proportions in one preparation. The advice 
and guidance of the counet] in matters of this kind will undoubted], 
continue to exert an ever-increasing influence on the preseribing habits 
f the entire medical profession 

How does the council operate? The coun 
standing clinicians and scientists of critical judyn 
associated with some recognized medical center. ‘The members ot 
council serve without remuneration, and freely give a large amount of 
their time and etiort te the council’s work Phe secretary of the 
council is a full-time emplovee of the American Medical Associaty 
with an office in Chicago. When a firm submits a drug with all the 


necessary collateral data and information for council consideration, 
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the secretary or one of his assistants in the council office examines the 
material to make sure that the presentation is complete, and then for- 
wards it to one of the council members, who serves as a referee. In 
general, the referee is regarded as an authority in the field of the sub- 
ject under consideration. Occasionally, however, it is necessary to 
seek the advice or recommendation of another referee or consultant. 
The report of the referee or consultant is transmitted to the council 


members through a mimeographed bulletin which is issued biweekly. 
Accompanying this report are specimens of all labeling and advertis- 
ing copy, as well as all other pertinent data and material which should 
serve to aid the council members in making their decisions. Thus, 
each council member has an opportunity to judge for himself the 
usefulness of the product and whether or not it complies with the 
council’s rules. For obvious reasons the council bulletin is always 
handled as confidential matter. 


Voting Procedure Explained 


In the following issue of the bulletin, the comments or discussion 
of all council members are reproduced. The final vote is recorded in 
the following issue of the bulletin. A three-fourths majority vote of 
the voting members is necessary for the acceptance or rejection of a 
product. Occasionally the members vote to hold consideration of the 
product in abeyance pending the accumulation of further evidence. 
If a product is accepted, the firm is notified immediately of the 
council's decision. If any advertising or promotional claims must be 
revised or deleted, the firm is so notified. The manufacturer always 
is given the opportunity to question the council’s decision through 
rebuttal argument, and may at any time ask the council to reconsider 
the status of a product which has been rejected or held in abeyance. 
If the drug is accepted, a monograph containing actions, usage and 
dosage is submitted to the editor of the Journal of the American Medical 
Association for publication and subsequent transferral to New and 
Nonofficial Remedies. 

How much does it cost to get council acceptance of a drug? Some 
irresponsible individuals have inferred that a considerable fee is involved. 
This is a gross falsehood, inasmuch as there is no fee whatsoever for 
this service. Financial support for the work of the council comes 
entirely from appropriations made by the board of trustees of the 
American Medical Association. If a pharmaceutical firm has spent 
the time and incurred the expense in doing a good job of developing 
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a worthwhile drug product, there is very little likelihood that any 
difficulty in gaining council acceptance will arise. On the other hand, 
a product which has been inadequately evaluated stands little or no 
chance of acceptance. The charge has been made that acceptance or 
rejection of a drug may be determined by whether or not a firm offers 
to advertise in publications of the American Medical Association. 
This charge is wholly baseless. The council members are not advised 
of any firm’s intent, insofar as such advertising is concerned. As a 
matter of fact, a drug is not eligible for advertising in these particular 
publications unless it is accepted or exempt from council considera 
tion, Thus, old and useful drugs which have generally been included 
in an official compendium for a good number of years are regarded as 
exempt from the acceptance program. Such agents are sufficiently 
well known to physicians in general to obviate any need for council 
consideration. It is readily apparent that the drug-advertising reve 
nue of the American Medical Association would be increased tre 
mendously if the council acceptance program were abolished. The 
reason for continued adherence to this policy in respect to drug 
advertising is also readily apparent. Only by this means can such 
publications maintain the highest possible standards and serve the best 
interests of the medical profession. 


Why Delays in Final Acceptance Sometimes Occur 


Occasionally the council is criticized because final acceptance of a 
product is delayed beyond the minimum period of approximately six 
weeks. Prolonged delays are almost invariably due to failure on the 
part of a manufacturer to submit the material for which he, of necessity, 
must assume full responsibility. For example, the council cannot be 
blamed if a firm simply does not have adequate evidence of the therapeutic 
worth of a given product. Not infrequently, firms also neglect to 
comply with the stipulations of the council in respect to necessary 
revision of promotional material. Occasionally, short delays are created 
by the referee's being pressed, at the moment, with other duties. 
However, if the referee is unable for some reason to give reasonably 
prompt consideration to a drug presentation, the entire matter ts 
referred to another referee or consultant. Sometimes the referee may 
desire to determine the validity of certain claims by actual trial of the 
drug in his own laboratory or clinic. A further short delay may result 
because of this, but oftentimes such delay is of benefit to both the 
physician and the manufacturer who proposed the claims in question. 
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It must’ be appreciated that council members assume a grave responst- 
bility in determining whether or not a drug is acceptable. Of necessity 
they are obligated to demand that all pertinent data or evidence be 
made available for careful evaluation. 


What Constitutes ‘‘Adequate Evidence"’ for Evaluation? 

Sometimes, manufacturers who have not had any dealings with 
the council find it difficult to appreciate or understand just what con 
stitutes adequate evidence. One can only point out that the council 
simply desires sufficient evidence to convince a critical group of experts 
in the field of therapeutics that a given drug has a certain usefulness 
in the diagnosis or treatment of a disease condition and that such 
usefulness definitely outweighs the possible harmful effects of such an 
agent. In this regard one must appreciate that many of the drugs 
being introduced today are extremely potent and capable of doing 
serious harm, The physician does not wish to score a yrrhic victory 
by curing a disease, if he kills his patient in the process. Further 
more, he is not satisfied with an alleged drug which has no therapeuti 
merit. In the legal sense, a mere preponderance of the available evi 
dence in the form of favorable reports on a drug often will not convince 
the council that acceptance is in order. Adverse reports concerning 
the value or toxicity of a drug immediately raise the element of doubt 
In other words, the drug firm must present sufficient evidence to con 
vince the council beyond a reasonable doubt that acceptance of a 
given product is justified, Another point to note is that evidence of 
a testimonial nature has little or no value. A couple of well-controlled 
studies by reputable investigators are worth far more than hundreds 
of signed testimonials. 

Problems concerning the nomenclature of drugs are often quite 
tedious and exasperating. Nevertheless, the council has regarded this 
matter as an essential part of its acceptance program in furthering the 
science of medicine. The council believes it is necessary that a gener 
or nonprotected name for a new drug be adopted as expeditiously as 
possible. Pharmaceutical firms have been encouraged to cooperate 
with the counei in this regard. At present, nearly all ethical drug 


firms have evidenced a willingness to collaborate at an early date 


with the council on nomenclature problems involving new drugs. ‘The 
manufacturer who is looking forward to eventual submission of a new 
drug for acceptance would be well advised to approach the council 
on the matter of adoption of suitable trade and generic names for the 
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product well before the time it is placed on the market. In general, 
the council rules specify that a generic name should convey some idea 
of the chemical nature of the drug and that the trade name should 
not be therapeutically suggestive. If the council is consulted with 
regard to any specific generic or protected designation before such a 
name comes into general use, needless differences of Opimion or embarrass 
ment are obviated. Revision of labeling because of objectionable or 
unsatisfactory nomenclature is a real inconvenience to a firm which 
otherwise has a very worthwhile and acceptable product. The counct! 
has met many arguments in its consideration of nomenclature prob 
lems. In some instances there have been honest differences of opinion 
In others it is apparent that arguments were motivated solely by 
commercial reasons. It is worthy of note that the nonproprietary o1 
generic names which have been adopted by the council generally are 
listed subsequently in the United States Pharmacopoeia and recognized 


as COMMON OF nonprotected names 


\s a part of its acceptance program, the council! collaborates with 
the American Medical Association chemical laboratory in’ devising 
suitable tests and standards for nonofheial drugs. Usually, these test 
and standards are adopted subsequently by the United States Pharma 
copoeia or National Formulary. The importance of devising adequat« 
tests and standards for new drugs as expeditiously as possible 


quite apparent, and should require no further explanation 


Action on Drugs Oiher than Those Presented for Acceptance 


Phe couneil is not limited in its activities to evaluation of only 
1! ‘ druys wh cl ire pre ented to it fi 1 acceptance, Not initre 
quently, a new drug which ts still in the investigational stage receives 
onstderable publicity Phe medical profession and the general publi 
| 


1 
rhe 


often are eager to know the facts regarding such agents. Under 
circumstances, the council may be obliged to evaluate all the evidences 
available pertaining to such a drug and issue a status report in whicl 


the drug is subjected to fair comment and criticism 


When the council was organized nearly 50 vears ago, 1t met cor 
siderable opposition from the drug industry. This opposition gradually 
waned and, finally, the majority of ethical pharmaceutical firms became 
enthusiastic tn their support of the objectives and activities of the 
council, Industry has come to appreciate more and more the fair and 


consistent treatment rendered by this drug-evaluating body Phe 
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Council on Pharmacy and Chemistry has served as a model for the 
Council on Physical Medicine and Rehabilitation, and the Council on 
Foods and Nutrition of the American Medical Association; and for 
the Council on Dental Therapeutics of the American Dental Associa- 
tion. There is no successful counterpart in any foreign country at the 
present time. It is an achievement of which American medicine can 


well be proud. [The End] 


¢ FDA REPORT FOR MARCH ¢ 


Ninety shipments of food were seized in March, the Food and Drug 
Administration of the Department of Health, Education, and Weltare 
reported on April 23, 1953. Included were two carloads of wheat con- 
taminated by a poisonous mercurial compound used to treat seed. These 
were the first shipments encountered since August of treated wheat 
destined for food use. Fifty carloads were removed trom consume! 
channels during the summer of 1952. 

Food seized because it was decomposed or contaminated with filth 
aggregated 1,241,656 pounds (nearly 621 tons) removed from the market 
in 60 court actions. Rodents and insects were the principal sources of 
filth contamination. 

Twenty-eight shipments of food were removed from consumer 
channels because they were debased with inferior ingredients or were 
short in weight. Something new in food adulterants was the addition 
of dyed corn as a “stretcher” for coffee beans. 

Fifteen lots of adulterated or misbranded drugs were seized, accord- 
ing to the FDA. Some of the seized medicines were alleged to be 
misbranded with false curative claims for diabetes, arthritis, tuberculosis, 
pneumonia, liver and’ gall bladder disorders, and other serious conditions, 
while others bore unwarranted claims for skin rejuvenation, weight reduc- 
tion, and the restoration of “vim and vigor.” The seven therapeutic 
devices seized included inaccurate clinical thermometers, a spot reducer, 
and treatment machines with false curative claims. One of these was 
an ozone generator promoted for the treatment of “all diseases known 
to suffering humanity.” 

A hydrochloric-acid bowl cleaner, with the word “poison” in smaller 
size than required by law, was seized for violation of the Caustic Poison Act 

The Supreme Court refused on April 6 to review the conviction 
of three ringleaders in the Middle West horse-meat scandals. They will 
now have to serve their nine-month jail sentences and pay the $750 fines 
imposed by the trial court. An FDA inspector testified at the trial that 
he had witnessed the defendants in the act of trying to obliterate every 
marking and tell-tale sign that would distinguish their horse meat from beef. 

Another contested court action, FDA reports, involved a veterinary 
remedy that had been relabeled after previous s:izures on charges of 
false and misleading claims for the treatment of bloat in animals. The 
new labeling dropped the direct bloat claims, but told farmers it was 
for “feeding to sheep and cattle while pasturing in green alfalfa, clover, 
or in corn and wheat fields.”. The government charged that this meant 
the same thing to farmers, and Judge Clark, in federal court at Boise, 
upheld the seizure of the relabeled product. 
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The Delaney Committee— 


What Has It Wrought? 
By VINCENT A. KLEINFELD 


This Analysis, Read by the Committee's Chief Counsel at the Recent 
Meeting of the Section on Food, Drug and Cosemtic Law, New York 
Bar Association, Expressed the Writer's Own Views and Was Not 
Intended to Represent the Position of the Department of Justice 


EFORE GIRDING MY LOINS to prepare this paper on the 

perenially controversial issue of “chemicals in foods,” | assumed 
the arduous task of once more wading through the voluminous hear 
ings of the Delaney Committee. It may be, in view of the passage of 
time since the conclusion of the hearings and submission to the Con 
gress of the committee's reports, that the problem can be discussed 
without the heat which seemed to be engendered in the past by the 


mere mention of the subject. 


| must plead guilty to what I consider to be the soft impeachment 
that | have, and have had for a considerable time, a definite viewpoint, 


and that in my opinion the situation is one definitely calling for 


remedial legislation. I must admit, also, that for some time I have 
felt like Cassandra, at least in the sense that she was doomed to have 
no one place any credence in her prophecies. What I do envisage 
is that, unless legislation to cope with the situation is enacted, sooner 
or later it will be ascertained that some food additive presently in use 
is causing definite injury. The representative of the New York Academy 
of Medicine who testified before the committee declared : 

I would hazard a guess, Mr. Counsel, that with the rapid expansion of the 
chemical industry—and, frankly, many people including myself think we are only 
at the beginning of the growth and usefulness of this industry—that without very 
definite regulation a similar tragedy may occur, and it may be a far worse one 
than the sulfanilamide tragedy, because these chemicals will be put in the food that 
will be more widely used and consumed than, say, a drug that is used only for 
sick people. 


285 
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I would think that the industry, meaning the chemical industry or food 
industry in general, would welcome an outside authority, a nonprejudiced outside 
authority, to pass judgment upon the adequacy of safety tests that responsibk 
members of industry itself use before they apply it to food. Certainly the chemists 
and scientists in these organizations can be put under tremendous pressure by 
management and many ot them, I am sure, would welcome the final judgment ot 
an outside source whether or not the addition of a new chemical may or may not 
constitute a health hazard 

But having accepted my sad and Cassandra-like fate with resigna 
tion, | shall attempt to discuss somewhat dispassionately the work of 
the Delaney Committee and the food bill which the chairman has 


introduced. 


Impartial Consideration by Committee 
Evident in Its Report 


The report of the committee disclosed that 59 public hearings had 
heen held and 217 witnesses had presented their views. These wit 
nesses included representatives of the interested agencies of the ted 
eral government; of many associations concerned with the publi 
health, such as the American Medical Association: of trade associa 
tions and consumer groups: and of the industries concerned, Many 
experts in the various scientific fields testified. IT know that the com 
mittee was quite sincere in the findings which it made, at the con 


clusion of the hearings, with respect to both the public-health problem 


which it felt existed by reason of the increasing utilization of food 


additives, and the necessary place in our economy of many of these 
ubstances. There is no doubt that tremendous progress in the science 
of food technology has been made in the recent past, and that there 
is a genuine need tor the use of many chemicals in connection with 
our food supply. The committee adverted to the fact that many food 
additives have proved to be of substantial value to the consumer and 
constitute a necessary adjunct to modern civilization, and that the 
American public may feel justifiably proud of the manner in which 
the scientists of this country, in conjunction with the food and chemical 
industries, have solved the many serious food problems which have 
arisen. The food industry is entitled to considerable credit for the 
progress of research in the field of nutrition and the practical applica 
tion of such research; and that this has resulted in an improvement 
in the health and nutritional status of millions. 


However, the committee was equally of the firm opinion that, 
although the rapid strides in the application of science to the production 
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and processing of food offer great possibilities for the welfare of man 
kind, this progress has been attended by a certain degree of hazard, 
since some quantity of many of the new substances utilized in the pro 
duction and processing of foods is inevitably ingested by the consum 
ing public. The desire, with which no one can quarrel, is to reduce 
this risk toa minimum. 


There may be disagreement of one kind or another with some of 
the witnesses who appeared, and with some of the testimony adduced, 
at the hearings. Those who examine the record critically are entitled 
to disagree, just as some of the witnesses—entirely qualified-—had 
diverse and often conflicting opinions. Nevertheless, it seems reason 
ably clear, from a fair reading of the hearings, that the over-all picture 
is one revealing that many highly qualified scientists and scientific 
organizations are of the firm viewpoint that the ingestion over extended 
periods of time of many new substances which have not been exhaustively 
tested presents a hazard. Only about two months ago, the Com 
missioner of Food and Drugs, based upon the expertise and experience 
of the Food and Drug Administration, again emphasized that the 
growing employment of tood additives has revealed a real weakness 
in the Federal Food, Drug, and Cosmetic \ect and, thus, in the protec 
tion to which the consumer is entitled. He pointed out that new 
emulsifiers, stabilizers, preservatives, fumigants, antioxidants and the 
like are being used in increasing number. Drugs are being employed 
to promote the growth and fattening of livestock, to stimulate milk 
production and to increase the weight and tenderness of poultry 
Antibiotics are being increasingly inserted in poultry and hog feed 
New chemicals are employed on food crops not only to kill insects, 
but for the purpose of stimulating growth. Even where great pre 
cautions are taken, as under the new-drug section, and notwithstand 
ing that the substance may be taken only under medical supervision 
the subtle, insidious etiects of a drug or other chemical upon a limited 
number of persons, particularly when consumed over long periods ot 
time, may not be readily recognized. I am sure that we are all familiar 


with the chloramphenicol situation, 


It is presumably that reason, together with a humane regard tor 


the public weal, which recently caused the American Bakers Associa 


tion, the American Institute of Baking, the American Meat Institute 
the Institute of Shortening and Edible Oils, and the Millers National 
Federation to sign a “Statement of [’rinciples on Chemical Additives 


in Food.” These organizations have taken the position that “every 
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substance not represented by long usage in human diet should be 
subject to question as an ingredient in food, and that this question 
should be resolved by adequate animal experimentation to prove that 
its use in food does not present a hazard to public health”; and that 
“every new substance proposed for use in human food should be sub- 
jected to adequate pre-testing by the manufacturer or user of the 
substance and that such pre-testing should be required by law.” The 
statement of principles concludes: 

We believe it to be a proper function of government to control those factors 
which may affect adversely public health. Therefore, we believe the results of 
animal experimentation in pre-testing new substances proposed for use in food 
should be reviewed and approved by the Food and Drug Administration before 
the substance is allowed to be used in food sold to the public. 

The Dairy Industry Committee adopted a generally similar declara- 
tion of principles. It is apparent, therefore, that many in the food 
industry, as well as scientific organizations and governmental agencies, 
are of the firm opinion that a serious problem exists, and that it can 
be met adequately only by a requirement that evidence of the safety 
of substances proposed for use in food must be submitted to the Food 
and Drug Administration before they are permitted entry into the 
food supply of the country. 


Provisions of Food-Additives Bill Summarized 

H. R. 2245, the food-additives bill which has been introduced, 
defines a chemical additive as a substance intended for use in or on 
food which is not generally recognized by experts as having been 
adequately tested to show that it is not poisonous or deleterious, or if it 
is poisonous or deleterious it is not generally recognized as having 
been adequately tested to show that it is safe. The bill provides 
that no person shall introduce into interstate commerce any chemical 
additive, as so defined, unless its use has been approved by the Federal 
Security Administrator. A person desiring to obtain approval of a 
chemical additive must submit to the Administrator reports of 1n- 
vestigations which have been made to determine the toxicity and other 
potentiality for harm of the substance; a statement of its composition ; 
and a description of methods of analysis for its quantitative determina- 
tion in or on food. If the substance is poisonous or deleterious, a 
statement must be submitted showing that it is required in the produc- 
tion of food, together with reports of investigations which have been 
made to show the quantities remaining in or on the food and a 
description of adequate methods of removal of excessive quantities. 
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Administrative Action upon Requests for Approval 
of Chemical Additives 


Unless the Administrator issues a notice of hearing, a request for 
approval is deemed to be approved on the sixtieth day after it has been 
filed, although the date on which the request shall be deemed to have 
been approved may be postponed for a period of not more than 180 
days after the filing of the request. The bill provides further that, 
unless the request is approved automatically by the expiration of these 
time periods, the applicant must be given an opportunity for a hearing. 
The burden is placed upon him to establish that the substance which 
he proposes to introduce into the food channels of the country presents 
no hazard to the public health. Decisions of the Administrator are to 
be made only after a review of the whole record, and in accordance 
with the reliable, probative and substantial evidence. In any such 
order the Administrator must make detailed findings of the facts on 
which he based his order. These orders are specifically made subject 
to judicial review in accordance with the provisions of Section 701 (1) 
of the Act, which sets forth the procedure for the review of regula 
tions issued under most of the existing sections of the statute such as, 
for example, Section 401, dealing with the promulgation of regulations 
establishing definitions and standards of identity for foods. 


It may well be that changes can be made in the bill which will 


improve it considerably. It is quite conceivable, also, that some fresh and 


entirely different approach can be taken which will afford the consum 
ing public maximum protection and yet satisfy those who fear unreason 
able decisions of government officials and unnecessary restraints upon 
technological improvements. At no time is the drafting of legislation 
a simple task, but the drafting of a food-additives bill presents par 
ticularly unusual and onerous difficulties. I believe that the bill offers 
a challenge to the many attorneys who must grapple with the problem 
in some form or other, and that at worst it may serve a useful purpose 


as a target for both attack and constructive criticism. 


The problem which, at this late stage of the controversy, appears 
to present the major difficulty and create the most disagreement is that 
dealing with the judicial review of administrative decisions, that ts, 
the manner in which judicial review shall be obtained and the scope 
and latitude given to the reviewing court. Thus, the Millers National 
Federation and the Institute of Shortening and Edible Oils, in the 


statement of principles which | have mentioned, adopted an additional 
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paragraph calling for appeal to the courts in the event of an arbitrary 


administrative ruling. No one can quarrel with the propostion that 
there should be a judicial review of a decision refusing to approve the 
use of a food additive. But every two attorneys who discuss the 
problem have at least two different review provisions in mind, or at 
least general ideas as to what these provisions shall encompass. It 


would seem, nevertheless, in view of the serious nature of the problem 
and the growing feeling that it must be solved in some fashion, that 
the reaching of some compromise in the way of legislation, including 
judicial review, should not present too formidable a task. 


Court Review of Administrative Action 

I must confess that I do not believe that, in a field such as that 
with which we are here concerned, the type of review which is pro 
vided makes a vital difference. Of course, there must be provision 
for a fair and real judicial review, and | imagine no one would urge 
otherwise. But if we assume—as I think we must—that any legisla 
tion which is enacted will obviously be designed to protect the public 
health, including the health of judges, and if the bill which is passed 
provides—as apparently it must—that the burden must be on the 
manufacturer or distributor of the food additive to establish that it 
presents no hazard to the consumer, it would be an unusual court 
indeed which would be inclined to reverse an administrative decision 
bottomed upon a record replete with both scientific terminology and 
testimony. The record would have to portray a situation showing 
quite clearly that the Administrator had acted unreasonably or arbi 
trarily before the courts would be disposed to hold, in connection with 
the technical problems which would be presented in a review, that 
although the Food and Drug Administration had determined that a 
food additive had not been demonstrated to be safe it should never 
theless be permitted entry into the Nation's food supply. This is not 
to say, by any means, that a judicial review provision, whatever its 
form, serves no purpose. A clear and unambiguous requirement of 
review performs a most salutary function, for no matter what the 
administrative field may be, the very existence of the safeguard must 
necessarily act as a deterrent upon the administrative official who may 
tend, in a rare instance, to act upon the basis of some personal predilec- 
tions or outside of the record presented to him. In other words, the 
realization that notice must be given, a hearing held, findings of fact 
made and, ultimately, a court review of administrative action taken 
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to determine if it is arbitrary, is a healthy and necessary part of the 
administrative process. But it is doubtful that anything of substantial 
value is added by language which appears to provide for a more elastu 
review than that which is presently specified in many existing statutes. 


Enthusiastic Reception of New-Drug Section 
After Initial Opposition 

It is somewhat difficult to comprehend fully the reasons for the 
coneern of many with the possible consequences in the event chemicals 
in-food legislation is enacted. Is not some remedial legislation essen 
tial from the viewpoint of consumer protection, and would not such 
regulation also serve to protect the great food industry which, with 
out legislative requirement, has expended millions in research in the 
field of nutrition and the practical application of such research? We 
know that the new-drug section of the Federal Food, Drug, and 
Cosmetic Act was enacted only as a result of a considerable number 
of deaths resulting from the sale of an untested drug product; and 
that that section prohibits the distribution of a new drug in interstate 
commerce unless the Federal Security \dministrator ts satisfied, on 
the basis of evidence submitted, that it is safe for use. The report of 
the committee revealed that approximately 8,400 new-drug applications 
have been filed since 1938, of which about 5.850 have been approved, 
and that almost all of the remaining 2,500 applications were found to 
be based on incomplete data or pertain to products which were not 
in fact new drugs, or were voluntarily withdrawn by the manufactures 
after the Food and Drug Administration had determined that evi 


dence of safety was insufficient. It is most impressive to realize, also, 


that only 11 applications have been formally rejected, and that only 


one such rejection resulted in an appeal by a manufacturer to a United 
States District Court. 1 think we all know that notwithstanding the 
original opposition of many to the new-drug section, the drug industry 
now welcomes the section and has indicated considerable satisfaction 
with its administration. 

\ few vears ago, a leading drug manufacturer declared that, undet 
the new-drug section, the public has been given needed protection 
from irresponsible drug marketing without any hampering of free 
enterprise or drug discovery, and that a large majority of the industry 
would “recommend a head examination for any manufacturer who 
wanted to repeal the new drug provisions of the law at this late 
date.” It does not seem that the section has laid a dead or unduly 
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restraining hand upon progress and development in the drug field 


Contrariwise, the industry appears to have flourished, in part because 
of the confidence of the consuming public in the new therapeutic 


products it is consuming. 


What has the Delaney Committee wrought? Whatever the course 
and eventual outcome of the legislation which the chairman of the com 
mittee has sponsored may be, I think the investigation accomplished 
several things, First of all, it brought to the fore a problem which 
had been lying quiescent for some time and which needed public dis 
cussion by both the proponents and opponents of further legislation. 
Second, the public debate was carried on by those who appeared to be 
particularly well qualified. Whether or not legislation of one sort or 
another is enacted this year or the next, it seems reasonably clear 
that ultimately some solution, even if it is a Procrustean one, must be 


reached, | The End] 


¢ BREAD STANDARDS ° 


Statement by Charles W. Crawford, Commissioner of Food and 
Drugs, regarding denial of certiorari by Supreme Court in Atlas 
Powder Company v. FSA Administrator and Glyco Products Com- 
pany v. FSA Administrator.—‘“The Supreme Court's action on April 6 
has ended the judicial review of the bread standards sought by Atlas 
Powder Company and Glyco Products Company with reference to their 
brands of the chemical softener polyoxyethylene monostearate. The 
regulation was sustained by the court of appeals as completely justified 
by the facts brought out at the hearings, and the Supreme Court has 
refused to intervene. 

“Prolonged investigations have not shown that polyoxyethylene 
monostearate is safe; on the contrary they raise substantial question as 
to its safety Thev do establish that it lengthens the time in which 
bread remains soft and thus may deceive consumers as to its freshness 
We believe, as a matter of public responsibility, the administrative 
determination and its judicial affirmance should be accepted and that 
these chemical softeners should be withdrawn from al] food until safety 
is proved, and until it 1s shown, if it can be shown, that their use does 
not deceive consumers. 

“Another petition for review of the same regulation, filed by the 
Research Products Company, is pending in the Court of Appeals for 
the Eighth Circuit, St. Louis, based upon the same alleged errors which 
Atlas and Glyco urged unsuccessfully in the Third Circuit. We recog 
nize, therefore, that so long as Research Products Company has a 
judicial stay we cannot prevent the use of some polyxyethylene mono 
stearate in standardized breads. We are seeking by every proper means 
to secure the earliest possible termination of the case in the Eighth 
Circuit. Enforcement action could not be effective until the Research 
Products case is decided,.”—-( Federal Security dministration Release, 
April 7, 1953.) 





An International Pharmacopoeia 


By LLOYD C. MILLER 


This Address Was Delivered at the Meeting of the Section 
on Food, Drug and Cosmetic Law of the New York State Bar 
Association Held in New York City on February 20, 1953 





kK IR THE PURPOSES of this discussion, it should suffice to outline 
briefly the historical background of the International Pharmaco 
pevia,' explain how it is being drafted, describe simply its scope and 
content, and then offer a few comments on its probable influence on 


world health and international commerce in drugs. 


Historical Background 


The date when pharmacists first dreamed of an international phar 
macopeia ts lost to history, but as early as 1865 discussions of it began 
to appear on the agenda of international pharmaceutical and medical 
congresses. However, it remained for the Belgian Government to take 
the initiative in organizjng a conference, in September, 1902, for the 
specific purpose of bringing about uniformity in drug standards. An 
international agreement was drawn up which specified limits on the 
strength and standardized the nomenclature of many of the potent 
drugs then important in medicine. This agreement was ratified and 
came into force July 1, 1906, just one day after the passage of the 
first United States Food and Drugs Act, which had such an important 
effect on the status of the United States Pharmacopeia. 

'The word pharmacopeia’’ is now still retain the diphthong, @, |. e., phar 
spelled in a variety of ways. The primary macopoeia, but beginning with the present 
title of the International Pharmacopoeia U. S. P. (the Fourteenth Revision), the 
is in Latin, Pharmacopoea Internationalis diphthong, has been omitted here with the 
The anglicized form is International Phar- single exception of the corporate title of 
macopoeia, for which the abbreviation is the permanent organization behind the 
Ph. I. (The more convenient initials P. I aa ae The United States Pharma 


having been pre-empted in the past for copa@ial Convention 
the International Protocol). The English 
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Dr. Miller Is Director of Revision, U. S. P. 





Blackstone Studvos, Ine 


\With this start, steady progress was made in the next two decades 


despite the setback of the war of 1914. Another conference was held 
in Belgium in 1925, resulting in the Brussels Agreement of 1929; which 


updated and extended the 1906 agreement. 


The instruments for attaining international uniformity in drug 
nomenclature and potency, to which the United States was signatory, 
were in force, though searcely operative, until last vear, when set aside 
by a document negotiated by the World Health Organization. The 
latter has now been signed by representatives of most, if not all, coun 
tries which had signed either or both of the two earlier agreements. It 
Is Important to note that the WHO instrument does no more than 
abrogate the two Brussels Agreements and sets up no new agreement 


in their place. 


These actions are significant historically for two reasons: First. 
they focus attention on how international agreement was reached in 
this field and, second, the net result is that there is now no binding 
nternational agreement in the area. How long the latter situation will 


prevail is for the future to determine. 


The Brussels Agreements of 1906 and 1929 must have been 
regarded as important diplomatic documents. In signing the 1929 
agreement, the United States committed itself to adopt certain stand 
ards of strength for a constderable number of important drugs. In 
signing the cancellation agreement last May, it agreed no longer to 
be bound by the earlier documents. A remarkable and noteworthy 
fact is that in neither case was the United States Pharmacopeeial Con 


vention consulted, although it is the agency which is concerned with 
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fixing the standards of most of the drugs listed in the agreement 
Indeed, at no time in the nearly two decades of my association with the 
U.S. P. has it ever been brought to my attention what obligations the 
U.S. PP. Committee of Revision had under the terms of the Brussels 
\greement. It is quite possible that our case is unique in that only 
in the United States is the drafting of official standards, as represented 
by the U.S. P. and National Formulary, not a function of a govern 
ment agency or one rather directly responsible to the government, as ts 


the British Pharmacopecia Commission. 


This historical outline would not be complete without mention ot 
the two organizations that have provided an unbroken link between 
the earliest international efforts and those of the present. Soon after 
its creation, the Health Organization of the League of Nations was 
recognized as the most appropriate ageney through which uniformity 
in drug standards could be attained. Thus, in 1937, the Health Organ 
ization appointed a Technical Commission of Pharmacopeial Experts 
consisting of seven outstanding and renowned experts in pharmace 
peial matters. This group was commissioned to draft an internationa! 
pharmacopeia, but its efforts were cut short by the demise of the 


league and the outbreak of the war in 1939. 


The present era dawned with the emergence of the World Health 
Organization from within the framework of the United Nations i 
July, 1946.) Building upon the foundation laid by the vears of earhes 
work, several members of the defunct league's technical commission 
were called upon again to form the WHO Expert Committee on the 
Unification of Pharmacopeeias, This committee first met in 1947 and 
by all odds, has been the most active of all such WHIO) « Xpert Qroups 


ever since. 


WHO Machinery 
\s has been mentioned, the members of the WHO Expert Com 
mittee on the Unification of Pharmacopecias were men of long expe 
rience in this field. However, the WHO felt the need for tapping 
broader areas of experience than any group of six to eight expert 
could posstbly provide. This held not only tor pharmacopeil mat 
ters. but for the entire range of WHO activities. Hence, in 1950, the 


present system of appointing expert advisory panels was established 


whereby many experts are asked to serve, some only as correspondents 


In the course of this reorganization, the title of the pharmacopetal 


panel was changed to “The Expert Advisory Panel on the International 
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Pharmacopeia, and it now” comprises 30 experts from 17 countries. 
There are about 50 other WHO expert advisory panels, some of which 
are established jointly with other United Nations bodies. 

Each panel member is appointed with the consent of his govern- 
ment for a five-year term. It is made very clear to him that he serves 
as an individual expert and is not to act under instructions from his 


government or any other organization. 


From time to time as needed, the WHO director-general invites 


six to ten members of the panel to convene as an expert committee 
for study and consultation on the panel's program under the guidance 
of the WHO permanent secretariat at Geneva. It goes without saying 
that the bulk of the work is done in these committee sessions, although 
panel members contribute effectively by correspondence, especially 


if they have once served as committee members. 


The Expert Committee on the International Pharmacopecia meets 
twice annually, usually in Geneva, and at WHO expense. Between 
sessions, the members undertake assignments and work actively by 
correspondence. As a result, the expert committee had produced by 
1950 the texts of some 217 monographs on basic drugs and their dosage 
forms. Rather than allow this completed work to go stale while new 
monographs were being drafted, it was published in 1951 as Volume I of 
the first edition of the Pharmacopaia Internationalis, to use the Latin title. 


The effectiveness of this WHO system deserves comment. To 
begin with, all WHO experts serve on a voluntary basis and, with one 
exception, all who have been active members of the Expert Committee 
on the International Vharmacopeeria have had their own full-time, 
breadwinning jobs to claim their attention. Regardless of an: indi 
vidual’s devotion to the program, there is a limit to the amount of 
“leisure” time that can be spared beyond the two to three weeks 
required to attend the committee sessions each year. The WHO has, 
of course, no central laboratory, so that all experimental work must be 
done by committee members or at their request. Some members have 
no laboratory facilities at their command, which makes it necessary 


for a few to carry most of the load. 


All of these drawbacks, however, are shared by those handling 
our own United States Pharmacopeia revision program, as well as 


by most other national pharmacopeial bodies. There is an essen- 
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tial ditterence, however. Here it is possible to maintain close enough 
contact with the industrial and academic laboratories to obtain from 
them the technical information which yields a single, common solution 
to most of our pharmacopeial problems. This is scarcely possible on 
an international scale. 

The result is that as yet there is no means of selecting qne from 
several existing methods of assay, for example, and the general policy 
is to include two or more accepted procedures without discrimination 
or evaluation of their relative merits. It may be fairly argued that 
even superhuman efforts could not accomplish such an evaluation and 
thereby vield a single method, but the extent that this is unattainable 
is a measure of the gap between the Ih. I. and an official, national 
pharmacopeia. 

Scope and Content 

The physical attributes of the International Pharmacoperia are 
readily listed. Any comment on its scope should mention the fact that 
only the first of two volumes projected has been published; Volume II 
is in galley proof and its appearance is due shortly.” Work is well 
along on an Addendum, which will round out the first edition. When 
complete, it will represent practically full coverage of all important 
drugs; for example, a monograph on the antibiotic oxytetracycline, 
better known by its trade-mark, Terramycin, has been drafted for 
Volume Il. Thus, this drug will attain pharmacopeial status inter 
nationally before appearing in any national pharmacopeia. Further 
more, with a few exceptions, no drugs are included whose value would 
be regarded as questionable here. 

The first edition is being published simultaneously in both Eng 


lish and French. Earnest efforts to get out a Spanish translation have 


not vet succeeded due to vagaries and shortcomings of the Spanish 
vocabulary of technical terms. The drug titles, however, are in Latin 
and, thus, are the same in all versions. This results in highly desirable 


uniformity in nomenclature, although some effort is required to stretch 
the language of the Caesars to cover drugs as new as today’s anti 
biotics and antihistaminics; that also makes a story for another day. 
‘The metric system ts used throughout, with no mention of the apothe 
caries or Imperial systems of weights and measures. 

\ppendices provide practically all the tests and procedures needed 
for controlling the quality of drugs, including chemical-limit tests for 
heavy metal contamination, and several biological tests and assays. 
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Among the latter is a procedure for revealing the duration of the main 


tenance of a therapeutic concentration of penicillin in the blood of human 
subjects; this method has not heretofore appeared in a pharmacopeia. 


Legal Status of Ph. |. 

With a great deal of temerity and only because of its great impor 
tance a few remarks will be devoted to the legal status of the Inter 
national Pharmacopovia. As stated above, the Brussels Agreements 
were diplomatic instruments intended to achieve international unt 
formity in nomenclature and potency in about a score of drugs. In the 
24 vears since the 1929 agreement, many of the drugs have become 
obsolete and, of course, many new ones have assumed vital importance. 
Its Constitution empowers the WHO to draft agreements such as 
those drawn up in Brussels, and these powers might have been called 
upon to keep the old agreements up to date. However, it seemed that 
the object of the latter—unification of pharmacopeias—might be 
reached more rapidly and feasibly through the publication of an inter 
national pharmacopeia, a model, which might be disseminated by 
WHO as a recommendation to the member states. 

A very practical matter, which has been faced and met in our 
federal and state legislation, is involved here. It arises from the plain 
and simple fact that just as progress in medicine and pharmacy is con 
tinuous, so must be pharmacopeial revision. Not long ago, it sufficed 
to revise the U.S. P. only once in ten years; it is now on a quin 
quennial basis, and the need for changes is so great that interim revi 
sions appear frequently. Our federal law takes account of this by giving 
recognition to the official U.S. P. or any supplement thereto. Since 
each succeeding U.S. IP. becomes official and supersedes the previous 
edition on an announced date, the federal law is automatically kept 
in step. 

Extended to the international level, if the Ph. 1. were to become 
truly official, it is easy to see how complicated it would be to convene 
diplomats every five years or oftener to act upon revisions in drug 
standards worked out by a group of pharmacopeial experts. It is not 
exaggerating to say that at the usual pace of such actions, the diplo- 
mats would be just about one full five-year step behind at all times. 
It is difficult enough to keep drug standards abreast of pharmaceutical 
progress without imposing any handicaps of this sort. 

At one time in its work, however, the Expert Committee on the 
International Pharmacopcovia gave serious consideration to making the 
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Ph. 1. the subject of WHO regulations. Further study indicated that 
this was not only unnecessary but undesirable for the reasons set forth 
Hence, the Ph. |. stands simply as a recommendation of the WHO to 
its member states. 

To bring into focus what this means, reference may be made to 
the WHO constitution; Article 2 (k) authorizes the WHO: 


to propose conventions, agreements and regulations, and make recommen 
dations with respect to international health matters and to perform such duties 
as may be assigned thereby to the Organization and are consistent with its objective 

Under the constitution, conventions and agreements are apparently 
equal in status: both require passage by a two-thirds majority of the 
World Health Assembly, the legislative body of WHO, and come into 
force only when accepted by the member states. An 1&8-month time 
limit is imposed. The scope of conventions and agreements extends 
“ . . to any matter within the competence of the Organization.” 

Regulations are less formal. Apparently, a simple majority ts 
required in the assembly, and the regulation comes into force alter 
due notice has been given. The scope of regulations, though broad 
is fairly specific, as stated in Article 21: 

The Health Assembly shall have authority to adopt regulations concerning 


(a) Sanitary and quarantine requirements and other procedures designed to 
prevent the international spread of disease; 

(b) nomenclatures with respect to diseases, causes of death and public-healt! 
practices; 

(c) standards with respect to diagnostic procedures for imternational use; 

(d) standards with respect to the safety, purity and potency ot biological 
pharmaceutical and similar products moving m imternational commerce; 

(e) advertising and labeling of biological, pharmaceutical and similar prod 


ucts moving in mternational commerce 
WHO recommendations have a still lower place in this hierarchy. 
In scope, they resemble conventions exactly in covering any matter 


within the competence of the organization. For those who make a 


point of the fact that regulations can apply only to “products moving 


in international commerce” (italics supplied), it is to be emphasized 
that there is no such restriction upon recommendations. However, 
in view of the elasticity of the definition of “interstate commerce’ 
given in our federal laws, it seems likely that the quoted phrase will 
undergo similar extension in its interpretations with respect to regu 
lations on international commerce if and when they should be adopted 

The U.S. P. Board of Trustees has been concerned over the status 
of the Ph. I. for some time, and very early took a stand against its 
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being called the /nternational Pharmacopaia. This action reflected the 
view that the term pharmacopaia is virtually synonymous with official 
and, since the WHO disavowed any intent of making the Ph. I. official 
internationally, the name was considered inappropriate. Dr. George 
Urdang, an outstanding authority on the history of pharmacy, has con 
firmed this view in a recent WHO publication which was reprinted in 
the February issue of this JouRNAL. In spite of strong protests regis 
tered on behalf of the U.S. P. Board of Trustees, the choice was made 
with the reservation that: 

.. When the International Pharmacopoeia is presented for adoption by the World 
Health Assembly, the resolution of adoption should include a statement to the 
effect that the pharmacopoeia is not intended to be a legal pharmacopoeia in 
any country unless adopted by the pharmacopoeia] authority of that country. 

The preface to Volume | of Ph. I. states this principle unequivo 
cally. 

In approving the International Pharmacopecia, the World Health 
Assembly only recommended that the Ph. I. standards be adopted by 
the national pharmacopeial authorities.’ 


The WHO secretariat has consistently held to the view that the 
Ph. 1. is only a recommendation. The WHO director-general, in trans 
mitting the Ph. I. to the member states of WHO and pharmacopeial 
authorities throughout the world, wrote as follows, in part, on Decem 
ber 21, 1951: 

| have the honour toe send you under separate cover Volume I of the Pharma 
copoea Internationalis which has been published by the World Health Organization. 


Although it is obvious that the International Pharmacopoeia cannot be in legal 
conflict with national pharmacopoeias, since in any country it can only have the 
authority which the government of that country decides to give to it, its accept- 
ance of the provisions of the Pharmacopoea Internationalis by those countries 
which already have a complete and up-to-date pharmacopoeia would do much 
towards unification of drug standards throughout the world. 

The book should be especially useful to countries where the national pharma- 
copoeia is in need of revision, in order to bring it up to date. Moreover for 
countries which have yet to develop a national pharmacopoeia of their own, it 
is strongly hoped that national health and pharmacopoeia authorities will decide 
to adopt the Pharmacopoea Internationalis as a whole and in its present state 
as the official pharmacopoeia. For such cases the World Health Organization 
could arrange special low rates for the English or for the French edition, and 
later for the Spanisk edition. A supplement can be made by the country to 
complete the Pharmacopoea Internationalis according to national requirements. 





2 The text of the resolution, WHA/3/10 “2. RECOMMENDS the eventual inclu- 
adopted by the Third World Health As-_ sion of its provisions in the national 
sembly is: pharmacopoeias after the adoption of the 

“1. APPROVES the publication of the said provisions by the authorities respons- 
Pharmacopoea Internationalis; and ible for the pharmacopoeias."’ 
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Requests for information and orders tor bulk purchases should be sent to the 
Division of Editorial and Reference Services of the World Health Organization 

The view has been expressed in some quarters that although the 
Ph. 1. and the WHO program on international nonproprietary names 
are only recommendations, they are having the force and effect of 
agreements or regulations. It is not easy to see how this can be true, 
for the Ph. I. at least. Any country can adopt the Ph. |. as its 
national pharmacopeia by appropriate legal agtion, and thereby make 
the Ph. |. standards binding on the commeree ##Artigs across and 
within its borders. This is surely the prerogative of any of the 50-odd 
countries of the world which have no national pharmacopeia of their 
own. Ethiopia, to mention a faraway example which has adopted the 
U.S. PL, may decide to shift its allegiance to the Ph. I. Actually, 
India and Egypt have indicated an intention of doing so. For United 
States drug firms, the practical effect of the adoption of the Ph. 1. in 
any country is that in exporting drugs to it, care will have to be exer 
cised that the Ph. |. standards are met. This can searcely be a source 
of complaint to American firms accustomed to meeting the U.S. I 
standards, since the U. S. P. and Vh. 1. do not differ in important 
respects. For firms accustomed to lower standards, however, it may 
come as a severe shock to find the Ph. I. in force in countries hereto 
fore lacking the protection afforded by a pharmacopeia and unwilling 
for reasons of national pride to adopt the standards of a neighbor. 


It seems incredible that any voice will be raised against the adop 
tion of adequate drug standards where none now exist and, above all, 
against international uniformity. Provided that the new standards are 
fair and reasonable, it would seem to be distinctly to the advantage ot 
American drug manufacturers to do away with hit-or-miss national 


standards varying from nation to nation. 


Summary 


To summarize, for the first time the world now has an interna 
tional pharmacopeia which, though not perfect or complete, is a most 
creditable result of international cooperation in a difficult field. Poten 


tially, it is a living pharmacopeia, subject to continuous revision 


Indeed, only if this holds true can it prove worthy of continued ettort 
and WHO expense, to say nothing of its meriting adoption by every 
WHO member state having no national pharmacopeia of its own. 


[The End] 





By CARL R. MILLER 


Uniform Food, Drug 





[ | NIFORM food, drug and cosmetic laws constitute a very broad sub 
/ ject. There have been a number of papers prepared on this subject. 
and most of them have probably come to your attention.’ 


These papers have been uniform in discussing uniform legislation 
They have all been in favor of it, and if they have overlooked any of 
the arguments supporting the affirmative, | am unaware of them. | 
might add that | have had an unusually good opportunity as a second 
guesser because | gave the most recent of these papers. In preparing 
that paper | read all of the preceding papers and borrowed everything 
that | could without being guilty of plagiarism. 

\s you know, it has been proposed that the separate states adopt 
an act modeled on the federal law. This model food, drug and cos 
metic act was drafted by our able and distinguished chairman, Mr. 
Charles Wesley Dunn. It was approved and endorsed at the 1940 
convention of the Association of Food and Drug Officials of the 
United States in New Orleans. 

It is not my purpose to discuss the arguments that have been 
advanced in favor of uniform legislation. But it might be of interest 


for me to restate the advantages that would result. 


'Ole Salthe, State and Federal Food Standards,’ 4 FOOD DRUG COSMETIC 
Drug and Cosmetic Laws,’ 4 Quarterly LAW QUARTERLY 375 (September, 1949); 
Bulletin, Association of Food and Drug T. E. Sullivan, “‘The Effect of Uniform 
Officials of the United States 28; Ralph P Legislation on State Control," 3 FOOD 
Schipa, ‘“‘The Desirability of Uniform Food DRUG COSMETIC LAW QUARTERLY 444 
Laws,’ 3 FOOD DRUG COSMETIC LAW (September, 1948); Evan Wright, ‘Activity 
QUARTERLY 518 (December, 1948); How- in the Promotion of Uniform Food, Drug 
ard A. Prentice, ‘“‘The Food Industries and Cosmetic Legislation.”" 12 Quarterly 
Need Uniferm Food Laws," 4 FOOD DRUG Bulletin, Association of Food and Drug 
COSMETIC LAW QUARTERLY 502 (De- Officials of the United States 120; Carl R 
cember, 1949); Jack Johannes, ‘‘Need For Miller, ‘“‘Uniform Food Laws.’ 6 FOOD 
Suitable State Legislation,"’ 4 FOOD DRUG DRUG COSMETIC LAW JOURNAL 924 
COSMETIC LAW QUARTERLY 186 (June, (December, 1951) 

1949); Franklin M. Depew, ‘State Food 
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and Cosmetic Laws 


Mr. Miller of Le Forgee, Samuels & Miller, Decatur, Illinois, Ad- 
dressed the New York State Bar's Section on Food, Drug and Cos- 
metic Law at Its Recent Annual Meeting. He Reiterated Advantages 
to the States in Adoption of the Uniform Food, Drug and Cosmetic Act 





Uniform laws would : 

(1) Avoid confusion of the manufacturer and his lawyer aris 
ing out of conflicting state laws 

(2) Effect savings in cost to the consumer by avoiding addi 
tional label expense. 

(3) Effect savings to industry by avoiding additional label 
expense. 

(4) Etfect savings to the various states in establishing stand 
ards and regulations. 

(5) Avoid confusion between the buyer and the seller result 
ing from conflicting laws. 

(6) Avoid trade barriers between the states and allow the tree 
flow of commerce. 

(7) Give protection to the ethical manufacturer. 

(8) Provide greater opportunity for cooperation between state 
and federal enforcement agencies. 

(9) Allow state funds to be more efficiently used. 

(10) Provide more and better precedents to support the enforce 
ment of food, drug and cosmetic laws. 

(11) Provide more and better precedents for the interpreta 
tion of those laws. 

(12) Give equal protection to every consumer. 


(13) Result ‘n a wider development and dissemination of 


general nutritional and scientific knowledge. 


(14) Provide adequate and uniform enforcement procedures 
for all 48 states. 
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While uniformity in food and drug laws will bring about all of 
these very desirable results, it must be recognized that the uniformity 
Mr. Dunn said in a recent address: “The food 


is inherently a dynamic law; it must keep pace 


we seek is relative. 
and drug law 

with the increasing scientific and technological development of our 
food and drug industries.” * 


Question of Unequal Progress Among States Answered 


It is to be expected that some states will progress faster than 
others, and that there may be differences from time to time between 
Sut that fact only makes it more 


federal and state regulations. 
important for those regulations to spring from the same fundamental 


law—the Uniform Food, Drug and Cosmetic Act. 


For the purposes of this discussion, I will assume that we are all 
| think it is also safe to assume that our 
We can assume that almost 
It is 


in favor of the uniform act. 
clients are in favor of the legislation. 
without exception the state enforcement officials favor the act. 
strange, in view of this uniformity of opinion, that uniform legislation 
has been adopted in only 24 states.*. That brings me to the question 


[ want to discuss with you today. 


What can be done to bring about the adoption of the act by the 
remaining 24 states? What can we lawyers do about it? Some group 
must give leadership to answering the problem. There has to be some 
focal point to w hich the people from the various states can turn for help. 


Seeing the Problem Through Eyes of State Officials 


Preparatory to writing this paper, I wrote to all the state food and 
drug officials for their suggestions, and I was pleasantly surprised at 
the replies, both as to the number and as to their context. These 
officials are intensely interested in the problem, as you might surmise. 
The officials in states that do not have uniform legislation are anxious 
to have the act passed, and they are looking for help. The people in 
states that do have the act are glad to assist others in their efforts to 





* Alabama, Arkansas, California, Connec- 
ticut, Florida, Indiana, Iowa, Louisiana, 
Missouri, Nevada, New Hampshire, New 


2 Charles Wesley Dunn, ‘“‘Some Observa- 
tions on the Food and Drug Law,” an 
address given before the American Pharma- 


ceutical Manufacturers Association in New 
York City on December 8, 1952 [8 FOOD 
DRUG COSMETIC LAW JOURNAL 39 
(January, 1953) ]. 


Jersey, New York, North Carolina, North 


Tennessee, 
Washington, 


Dakota, Oklahoma, Oregon, 
Utah, Vermont, Virginia, 
West Virginia and Wyoming. 
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get uniform legislation. Almost without exception, these state officials 
said that they thought the American Bar Association and the state 
bar associations could be of tremendous help. 


I made a plea to the Food, Drug and Cosmetic Section of the 
American Bar Association for help a year ago last September, but all 
it brought forth was a few kind words from some of the food and 
drug officials and, of course, the thanks of our chairman, Mr. Dunn 
I am told that my plea did not fall upon deaf ears, but unfortunately 
upon the ears of people whose hands are entwined in red tape 
Apparently there is little, if any, hope of the American Bar Associa 
tion being able to do anything about this problem. I hope that this 
group will take a different attitude. The big majority of the interested 
industries are represented here, and if any organized effort is to be 
made to further uniform legislation, it appears that we are going to 


have to do it. 


Suggestions for Bar-Group Action 


Here are the things the state officials would like to have us do: 


(1) Act as a central clearing house through which all state 
legislation might be followed. 

2) Enlist the aid of the state bar associations in the states 
where legislation is pending. 

(3) Solicit the active support of the Council of State Govern 
ments and that of the Committee on Interstate Cooperation in 
each state. 

(4) Urge the interest and support of all interested industries. 

(5) Prepare an abstract of the act to make it more easily 
understood by legislators. 

(6) Arrange for an informed person to appear at legislative 
committee hearings on the bill to explain its advantages and its 
operation. 

(7) Educate various consumer groups to the need for such 
legislation and let them know that the federal act has not solved 
all of their problems. 

(8) Arrange for a discussion of the act with interim com 
mittees of the various state legislatures. 

(9) Obtain the active support of state organizations affiliated 
with the various national trade associations. 





PAGE 306 FOOD DRUG COSMETIC LAW JOURNAL——-MAY, 1953 


These are the specific things that the state officials, collectively, 
have said need to be done. They have said, too, that an important 
number of manufacturers believe that the act would bring “more 
unnecessary restrictions.” They report that some state groups oppose 
the legislation, and that in some cases uninformed state attorney gen 
erals and county attorneys have given interpretations and opinions 
that have helped to defeat the bill. Obviously, all of these problems 
would be met by an effective organized effort to get uniform laws. 


The problem is an immediate one. Legislation based on the um 
form act has been, or is expected to be, introduced in the 1953 legis 
lative sessions in Arkansas, lowa, Kansas, Maine, New Hampshire, 
Oklahoma, Ohio and Texas. Although there is not time within which 
to gather full momentum in support of pending legislation, there is 
much that can be done even in the present sessions of the legislatures. 


Perhaps there is not time to organize any concerted action, but there 


is much that we can do individually. We can discuss with the manu 
facturers and the industry associations we represent the arguments in 
favor of the uniform act, and urge these manufacturers and associa 
tions to take positive action in furthering the pending legislation. We 
can seize the opportunities that are presented to inform the public 
and to inform state legislators of the advantages of the uniform act. 
We can urge the legislative committees of the respective state bat 
associations to support the legislation. We can assure the state 
officials of our present and our continued interest and support. 


Putting the Plan to Work 


It was never truer that we need action and not words. It has 
been conclusively proved that the adoption of favorable resolutions ts 
not enough. Almost every national organization interested in food, 
drugs and cosmetics has approved the legislation,’ but apparently they 
have done little else. 


This group has the potential of translating those resolutions into 
action. We should be able to get those 12 organizations and their 
affiliated organizations actively to support the uniform legislation. 


‘The American Assocation of Colleges Association of Retail Druggists, National 
and Pharmacists, American Drug Manu- Wholesale Druggist Association, Proprie- 
facturers Association, American Pharma- tary Association of America, Grocery Manu- 
ceutical Association, American Pharmacal facturers of America, National American 
Manufacturers Association, Federal Whole- Wholesale Grocers Association and Na- 
sale Druggists Association, National Asso- tional Retail Grocers Association 
ciation of Boards of Pharmacists, National 
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ur group and this splendid meeting today are the result of the 


foresight of your chairman and the continuing assistance and support 


you have given him during the past eight years. In the short span of 
those eight years, this group has become the most important section 
of the food, drug and cosmetic bar in the country. The membership 
of approximately 250 lawyers is representative of every segment of 
the industry and of every part of the country, and includes the national 
leaders in this branch of the law. Certainly, no group is better qual 
fied to work for unitorm food and drug laws. and no group commands 
greater respect. 

Uniform laws in general have claimed the attention of the bar for 
“a great many years, and we are all aware of the many advantages that 
have come with their adoption. [| again want to draw upon our chan 
man, and quote a recent statement made by him: “The food and 
drug law is fundamentally the most important commercial law in the 
land.” \s lawyers, we have an interest in bringing uniformity to 
this fundamental law. I submit that as food, drug and cosmetic 


lawyers we have a duty to do so. [The End] 


© MISREPRESENTATION—DRUGS AND DEVICES 


Dietary supplements . . . The manufacturer of a medicinal 
preparation agrees to desist from representing that deficiencies of 
vitamins or minerals exist in the average diet or that it is necessary 
to supplement the average diet with the elements contained in re 
spondent’s product. (Released April 8, 1953.) 


Medicinal preparations . . . Advertising claims that respondent's 
capsules will provide effective relief from delayed menstruation when 
caused by minor functional disorders or borderline anemia are ques 
tioned in a complaint. (Complaint issued March 31, 1953; released 
April 10, 1953.) 

Claims that a skin preparation is a cure for pimples or skin rashes 
or that it has any value in the treatment of insect bites other than as 
a surface antiseptic are to be discontinued. (Released April 7, 1953.) 

Claims about the extent of relief given by respondent's tablets 
from the aches and pains of arthritis and rheumatism are challenged 
in a recent complaint. (Complaint issued March 24, 1953; released 
April 6, 1953.) 

Falsely advertising that a medicinal preparation is a new product, 
that «t does not constitute a sleeping pill and that it is safe must be 
discontinued. (Released April 7. 1953 ) 


Contour chairs . . . Unqualified claims that respondent's contour 
chairs are of value in the treatment of edema, asthma and arthritis 
are to be discontinued. (Released April 9, 1953.)—CCH Trane Recura 
TION Reports, © 16,691; 11,379; 16,692; 11,378: 16,690; 16,689 








5 See footnote 2 





OUR COMMON 


By CHARLES W. CRAWFORD 





T IS CUSTOMARY at these annual conventions for the visiting 
bureaucrat to say some words of tribute to the great industry 
represented before him. Like grace before dinner, he gets them off 
his chest before launching into that part of the address which sup 
posedly warrants his presence and the time he is taking on official 


business. 


Show me a convention speech by a government man which does 
not follow this pattern, and | will say the speaker should be investi- 
gated as a suspicious character. If the speech is nothing but compli- 
ments, the official should have stayed home. Why should he journey 
from Washington to tell the industry what it already knows? If the 
speech is nothing but an official pronouncement, it could just as well 
be published in the Federal Register. That speaker, too, should be 
investigated, not only for lack of courtesy but because he probably 
lacks knowledge of the industry and its problems, as well as its accom- 
plishments. Also, he is taking time that belongs to the taxpayers for 
a message that could be communicated as ettectively and more eco 
nomically in some other way. 

I certainly do not intend to depart from the time-honored pattern. 
I have some special reasons, however, for the remarks which I intend 
as complimentary. They are related to my later discussion of our need 
for better understanding of our common problems and our common 
objectives. 

Sincerely, it is my belief that we are entering a period when col- 
laboration between your industry and the Food and Drug Administra- 
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PROBLEMS 


The Need for Better Understanding of Mutual Interests and Realization 
of Common Objectives as Shared by the FDA and Industry Is Stressed 
by the Author, Commissioner of Food and Drugs. He Delivered this 
Address on April 15, 1953, at the Forty-first Annual Meeting of the 
American Drug Manufacturers Association, Held at Boca Raton, Florida 





tion can pay greater dividends in public service than at any time in 
the past. If that hope is realized, the results will indeed be valuable, 
for there is already a long record of accomplishment. The work of the 
contract committee, to mention just one example, amply justifies the 


statement. 


It has often been said that the public takes the work of the Food 
and Drug Administration pretty much for granted. It assumes that 
there are protective laws—without knowing very much about them, 
that these laws are enforced and that the products on the shelves of 
the grocery and drug stores of the nation can be purchased and used 
with confidence. Similarly, | think much of the public also takes for 
granted the work of the great drug and pharmaceutical industry of this 
country. Some of your best customers, as well, do not always realize 
the brilliant research and technology which lie back of the products 
they administer to their patients as routine procedure. Sometimes | 
think the Food and Drug Administration and the drug industry take 
each other too much for granted. If we know each other's problems 
better we can both serve the Nation’s needs more effectively. ‘That 
means we need even better lines of communication than we have had 


in the past. 


The drug manufacturer's part in our national system of medical 
care is an all-important one. You manufacture the medications which 
physicians and patients—the public—rely upon for safe, effective treat 
ment. You distribute them so that they are available through pharma 


cists in every part of the country. 
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Your role in the development of new therapeutic agents has been 
one that has revolutionized the practice of medicine throughout the 
world, It is a role of discovery ; then of laboratory and clinical investi 
gation to determine efficacy, safety, and methods of production; and 
then of advice to the medical profession on the use of the new product. 


Federal Drug Law's Dual Role in Advancing Medicine 

The law has played its part in these advances of medicine which 
have been contributed by your industry. The history of the federal 
drug law shows how scientific advances and practical experience 
affected its provisions and its subsequent application to thousands of 
products. Those of you who have long worked on problems of drug 
development realize, perhaps best of all, what the law has accomplished, 
both as a brake on irresponsibility and as a spur to sound progress. 


In a unique way, the law supports the rational, scientific growth 
of your industry. It has made mandatory our common objectives of 
quality, safety and effectiveness for therapeutic products. You are 
supplying the know-how of management and technology to reach 


these objectives. 


Under the new-drug procedure, your industry has developed a 
technique of prospecting for new therapeutic agents and of developing 
these discoveries which have borne rich fruit in the conquest of disease. 
A golden age of medical discovery has brought thousands of new 
products which the medical profession has adopted with a high degree 
of success and confidence. In fact, it may be said that this system of 
“new-drug insurance,” if T may call it that, has worked almost too 
well in a few instances. It has led to a degree of overconfidence, in 


some cases, 


Danger of ‘‘Overselling’’ the Public and Members 
of the Medical Profession 


President Gilmore has spoken most ettectively about the problems 


of lay publicity on new drugs—the consequences of false hope which 
may be aroused in the public by enthusiastic but uninformed writers. 
It is equally true that some members of the medical profession can 
be oversold on the value of a drug, its freedom from harmful side 
effects, and the like. This is another of our common problems, the 
consequences of which may be very serious to all concerned. A few 
highly touted drugs have failed to meet expectations or have even 
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proved to be dangerous. Some have had to be withdrawn from the 
market. In other cases the incidence of adverse reaction is so low and 
the value of the drug for certain serious diseases is so great that the 
problem becomes one of discouraging improper or inadequately super 
vised use. 

When facts are available, there is no room for differences of opin 
ion about the course of action to be taken in situations of this kind 
Injuries, deaths and damage suits, as well as legal penalties, may be 
the consequences if the facts are not heeded. Our problem, therefore, 
is to spot those areas and situations where more facts are needed, and 
to get those facts. 

A number of drugs are being marketed under ettective new-drug 
applications which we know have potentialities for harmful effects 
That the applications remain effective reflects our belief that the bene 
ficial effects clearly outweigh the known hazards. To a degree this is 
a protection to the manufacturer, but it does not relieve him of respon 


sibility, either practically or legally. 


Ultimate Test of a New Drug—Experience Under 


Actual Distribution and Use 

\ new-drug application becomes effective only when it is believed 
that under the directions for use, including warnings and precautions, 
the drug may be used with reasonable safety. Such judgment is based 
on the investigative studies which have been conducted. The ultimate 
test, however, is the experience gained under actual distribution and 
use. Consequently, it is essential that a close check be kept on this 
experience in order to learn the incidence of danger or the forms of 
toxicity which were known to exist, or to discover any which were 
not anticipated, 

The Food and Drug Administration has a public responsibility to 
conduct such follow-up investigations as are necessary to secure this 
vital information on the last and most important of the experimental 
studies—the test of use on large numbers of human beings. Only in 
this way can we get the facts to decide whether or not a drug should 
be withdrawn from the market, or its method of distribution or label 
ing modified. The drug industry shares this responsibility. [| am very 
glad to say that the industry, as represented here in your association, 
is cooperating fully in achieving the objective of the law that drugs 
shall be safe under conditions of use. 
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What you can do to continue close surveillance and study of the 
products you have on the market is the more important in view of our 
lack of funds and medical manpower to do the work that is needed. 
To a very large extent we must rely on you to be alert for the danger 
signals and to take action when you suspect that something may have 


gone wrong in the use of any product. 


Last year we had a total of 20 drug recalls. Nine of these were 
antibiotics recalled because the product had deteriorated after certifi- 
cation and shipment. Usually these come to our attention through 
reports of physicians who find their patients have not responded in the 
expected way. There were 11 recalls of other drugs, and seven of these 
were initiated by the manufacturers. They notified us they were recall- 
ing the products and gave us the facts. In some instances we assisted 
in the recall. In others we found that the measures taken by the firm 
were adequate, In the other four cases the product was recalled only 
after we had insisted that it be taken from the market. 


I prefer to emphasize the seven cases in which the first word 
came to us from the manufacturer himself. Giving us that kind of 
information confers no immunity under the law, but it is an evidence 
of character and responsibility on the part of the firm and its officials. 
Your association has always emphasized the responsibility which is 
upon the drug manufacturer under the law. You jealously meet your 
responsibilities because you believe that responsibility and freedom 
from undue restrictions are two sides of the same coin. Responsibility 
must be shouldered if freedom is to be enjoyed. 


Putting Public Welfare First in Handling Drug Recalls 

How a firm handles a recall is an acid test of its integrity. Gen- 
erally your members have met it well. Important compensations can 
and do result from these experiences. Firms have greatly enhanced 
their standing with the medical profession and the public by forthright 
action putting public welfare first. They have earned confidence which 
could not be purchased with any amount of advertising, simply by 
doing the right thing promptly in an emergency. 

We believe that the policies of consumer protection laid down by 
Congress in enacting and amending the Food, Drug, and Cosmetic Act 
are not only compatible with the best interests of the drug industry, 
but strongly support those interests. Nearly 50 years of experience 
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show that good food and drug legislation, fairly and effectively en 
forced, creates a climate in which the affected industries can best grow 
and prosper. That you recognize and endorse this view is apparent 
from the history of your support of much of this legislation, from your 
consistent compliance with it, from your present efforts to restore 
factory-inspection authority recently declared invalid by the Supreme 
Court and from your helpfulness toward strengthening our Division 
of Medicine. 


I know you are aware of the difficulties that arise in applying to 
specific situations these legislative policies of consumer protection. 
What does the consumer expect? What will best serve his needs? 
What practical barriers, technological or otherwise, stand in the way 
of what otherwise would be an ideal solution? What is the fairest 


and most reasonable thing to do? 


Cooperation Necessary to Solution of Problems 


These are not easy questions. The Food and Drug Administra 
tion alone cannot find the best answers. It needs help from both con 
sumers and industry. The need for such help is becoming ever more 
pressing because of the accelerated production of new products and 


the increasing complexities of conditions in which they are used 


The Food and Drug Administration has traditionally maintained 
an open-door policy for discussing these problems with both consumers 
and industries. We have sought to encourage all interested persons 
to call or write on any subject within the scope of our work. While 
the law places no obligation on us or anyone else to engage in con 
sultations on enforcement problems, common sense dictates that these 
problems be freely and openly discussed. Experience shows that this 
adds immeasurably to compliance. An untold number of potential 
or actual violations never reach the stage of court action because these 
discussions usually bring prompt correction. Of course, once court 
action has begun we must treat all prospective litigants alike. \Where 
the cases are to be contested, further discussion of our differences 


must be adjourned to the courtroom. 


Ounce of Prevention Essential Here, Too 
In administering the law it is necessary that preventive rather 
than penal measures be emphasized. Even with the best success in 
prevention we could hope for, there would remain enough violations 
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to keep a force several times our size occupied with profit to both 


consumers and legitimate industry. It is, therefore, of the greatest 
importance that with our present small force the maximum of volun- 
tary compliance be gained. 


Most of our discussions with consumers and industry have been 
wholly informal. Any individual person or firm has been welcomed, 
as well as individuals or committees representing consumer or indus 
try groups. We have not tried to establish formal advisory commit 
tees, because it seemed to us that the less the formalities, the easier it 


was to exchange ideas. 


Such discussions are continually occurring with consumers, sci 
entists, physicians, manufacturers and others. Individuals and com 
mittees from the American Drug Manufacturers Association are 
frequent callers. The topics of discussion include not merely the prob 
lems of individual firms, but also broader problems of proposed legis 
lation or regulations. A number of you present today have participated 
repeatedly in group discussions of assay methods, and of legislation 
or regulations on insulin, antibiotics, vitamins and liver extracts, to 


mention but a few subjects. 


Discussions with Consumers and Industry 
More Necessary than Ever 

These interchanges of ideas have always promoted the sound 
and effective development and enforcement of the law. Our percep 
tion of the values derived from them has been sharpened in recent 
vears by the growing complexities and responsibilities of the Food 
and Drug Administration’s job. We must penetrate more deeply into 
those complexities if we are to keep pace with the responsibilities. 
\We must strengthen the lines of communication by which we gain 
insight into consumer needs and expectations, and into the problems 


of industry in meeting these demands. 


I wish I could say that all segments of the industry and public 
were well informed and sympathetic regarding this work of modern 
medical care in a free society. Ignorance and quackery continue to 
be rampant and underlie our fundamental problems as a law enforce 
ment agency in the drug field. Our most difficult cases are against 
the frauds and charlatans. You have a stake in this fight. Many 
thousands of persons who need competent medical service and safe, 
effective medication are being victimized by quacks with worthless 
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nostrums. Some, where they violate provisions of the federal law, 
we can reach. But when we try these cases, we see dramatized in the 
courtroom the age-old struggle between truth and falsehood, between 
ignorant faith and knowledge, between superstition and science 


We see this same conflict in the correspondence which comes in 
a constant stream from persons in all walks of life who have little 
scientific knowledge and little or no confidence in modern medicine. 
frequently these letters attack the Food and Drug Administration for 
being a part of what they term the “medical trust.” Many of the 
writers believe there is some kind of conspiracy to prevent the public 
from receiving the benefits of the “miraculous discoveries” of the 
quacks. They say we are conniving in suppressing cures for diseases 
like cancer and polio so that physicians and drug vendors can profit 
trom tragedy and death. Of course, there is not a firm represented in 
this room which would not jump at the opportunity to produce and 
market an etfective new remedy for any disease known to mankind 
The history of the industry provides pre vof of that in dozens of exam 
ples of new drugs, and in the financial statements of firms which have 
been so fortunate as to find important new remedies. The charge of 
medical taddists that important discoveries are suppressed is patently 
ridiculous but apparently is believed, even by some persons in high 
places. 

Recently, a quack whose cancer cure has been enjoined by a ted 
eral court addressed a mass meeting in Los Angeles, which we are 
informed was attended by 10,000 persons. He delivered a harangue 
against the FIDA and the medical trust. At the trial of the injunction 
suit, it was testified that the so-called medical director of this one 
so-called clinic had personally seen at least 6,000 persons who were 
treated there for cancer. | give these figures to show the magnitude 


of the pre blem 


Plea for Organized Support Against Fringe Operators 


Your industry is a part of the system of rational, competent med 
ical care in this country. Surely it is of concern to you that suttering 
ignorant people are tlimflammed into reliance on those who constitute 
the criminal competition of your industry and of the legitimate medical 
profession 

Your support is needed in this fight.. The Health Information 


Foundation is performing a real service in publicizing the resources 
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of modern medical care and helping to show the public how to expand 
these resources. The Public Health Service, the Red Cross, and the 
various voluntary groups concerned with cancer, polio, heart disease 
and other illnesses are carrying on a great work of education in behalf 
of rational preventive and therapeutic measures. I offer the urgent 


suggestion that more attention be given to warning the public that 
there are quacks and charlatans abroad and to stay away from them. 
We know that in this country there are literally thousands of fringe 
practitioners who make use of nostrums and devices that are illegal 


in interstate commerce. 


This is a serious problem, but like other problems it is also an 
opportunity. Surely the extension of modern medical care and educa- 
tion of the public to take fullest advantage of it is an opportunity for 
your industry, as well as a public duty. 


Similarly, our other common problems are also opportunities if 
we but view them in that light. To see and to accept our problems 
as opportunities is the part of statesmanship and good management, 
both in industry and government. A problem is not something to back 
away from or to provoke automatic and unreasoning resistance. 
Rather let us ask if there is justice or merit in this new criticism or 
this new idea. Will it improve our mutual service to the public? In 
that spirit I invite discussion of all our mutual problems. The door 


is always open. [The End] 


¢ MEETING ON CORTICOTROPIN ASSAY ¢ 


Lloyd C. Miller, Director of Revision, Pharmacopoeia of the United 
States of America, announced on May 5 that the U. S. P. Collaborative 
Study of the Corticotropin Assay has progressed to the point that a 
discussion of the findings is indicated, Furthermore, according to Dr. 
Miller, there have been other developments recently which are of imme- 
diate interest to those concerned with standardization of corticotropin. 
Finally, a discussion of the proposed U, S. P. standards for corticotropin 
is nm order. 

An open meeting has been scheduled tor May 28 at 7:30 p. m., at 
the Pharmacopeia Building in New York City. The date has been 
selected to coincide with the annual meeting in New York of the Ameri- 
can Society for Endocrinology. 

All interested parties are invited to attend and a special effort is 
being made to have present several clinicians who have been active in the 
clinical evaluation of the various forms of corticotropin. 





Enforcement Developments 


By JOHN L. HARVEY 


This Address to a Session on Quality Protection and Food 
Regulation of the National Canners Association at Chicago Feb- 
ruary 22 Included Discussion of Factory Inspection, Status of 
Canned-Food Standards, and FDA's Consumer-Consultant Program 


T is my particular assigninent in the Food and Drug Administra 

tion to be responsible for establishing policies and making final 
decisions for the Food and Drug Administration on all seizures, 
prosecutions and injunction proceedings dealing with violations of the 
Act. Because some of your members have expressed an interest in 
phases of the matters for which I must be responsible, we in the 
\dministration decided it would be fitting for me to accept the invita 
tion which you so graciously extended. This combination of circum 


stances places me before you now. 


I do not intend to dwell upon or even recite the various legislative 
proposals which are before the Congress or in the minds of legislators 
or those who would influence them. I know that you, individually, 
and through your counselors and committees, will give due considera 
tion to all of them that reach the standing committees of the Congress, 
and at the proper time and place will make your views known and felt. 
Qn the legislation to restore the status quo ante of the factory-inspection 
section, the Federal Security Agency has expressed itself. Our views 
on other proposed legislation will be expressed when the committee 
chairmen so request. I might reiterate at this point that our view of 
the bill to amend the inspection section is one of restoration of the 
status before the Supreme Court decision and, while | must commend 
the thoroughness of National Canners Association counsel in exploring 
all angles, | am happy that any concern about extension through 
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adoption of administrative interpretation has been laid to rest by the 


Administrator's statement. We seek no more in this proposal than a 
restoration of that which the original enactment was presumed to have 
accomplished, Irreconcilable differences as to interpretation of the 
scope or other questions that may arise in the future are subject to 
litigation on the peculiar facts of the case in keeping with the immemorial 


rights of disputants. 


Factory Inspection Vital for Enforcement 


Other questions about factory inspections have been suggested 
to me as worthy of discussion here. It is obvious that inspection of 
factories at reasonable times is a necessity if the purposes of the \ct 
are to be accomplished for the protection of the consumer. As has 
been pointed out, some of the sections of the Act are left wholly 
without a basis for enforcement if observations of factory operations 
cannot be made. Equitable and evenhanded enforcement can be 
accomplished only if enforcement officials are possessed of up-to-date, 
intimate knowledge on an industry-wide basis so that all of the facts 
that are reasonably relevant to the individual problems can be con 
sidered in proper perspective, and fair and just decisions made. Such 
information cannot be obtained generally by a process of random 
sampling and laboratory examination. Guided selective sampling can 
stem only from knowledge accumulated through broad and specific 
information, Sampling following factory inspections can be largely 
eliminated and regulatory activity confined to areas where it is most 
needed for the public good. Highly selective regulatory operations 
based on knowledge acquired at the source of production give the 
taxpaver the highest possible return in terms of protection. Such a 
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program also atiords the maximum of protection to manufacturers 
against unscrupulous competitors, and an opportunity to benefit directly 


from inspections of their own plants. 


In a few instances, management displays noticeable reluctance and 
even definite hostility when inspectors apply for admission to thet 
establishments to make inspections. It has been quite generally said 
that such an attitude can arise only where the manufacturer has some 
thing to hide, and knows or strongly fears that the inspector will 
uncover some practice that will lead directly to regulatory trouble 
While whenever this is true it is a thoroughly understandable reason 
for reluctance, | am not so certain that I always agree with the majority 
view. | think that the reluctance and apprehension that management 
sometimes displays stems from misunderstanding and a lack of 
appreciation of the advantages, both to the public and to the manufac 
turer, of an adequate program of factory inspection by the Food and 


Ddrug Administration. 


I've been asked: “Why don't you tell the people just what is in 
the mind of the FD.\ when it sends an inspector to inspect a cannery 
My answer to that has been: “I thought everyone already knew.” .\ 
factory inspection is not just a fishing expedition, to discover whether 
there may not be a basis for causing a canner trouble. The work of 
the Food and Drug Administration is programmed and integrated by 
a planning division, and the efforts of the inspectors are expended in 
an orderly coverage of industries and not on a hit-or-miss pattern 
The object ts to learn about and appraise on an individual factory- and 
industry-wide basis all of those things that are going on and that have 
a bearing upon violations of the Act and constitute an abuse of publi 
trust. We seek to accomplish prevention of violations to the fullest 
extent possible and correction of violations to the extent necessary 
We try to do what can be done and what must be done to assure the 


pubhe a clean, sound, wholesome and legal food supply 


There is no real ditference between our objectives and those of 
every producer and manufacturer who seeks to run an honest business 
and deserve the contidence and patronage of the public. The inspector 
expects to be attorded an opportunity to observe and learn about all 


of those features of the manufacture of a food which are necessary 


to a determination that the products which come under his scrutiny are 


safely within the range of acceptability. Where that kind of con 
clusion cannot be reached from the facts, we have a duty to employ 
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those procedures which can be used within the scope of the Act to 
bring about a correction for the benefit of the consumer and for the 
particular manufacturer and those in competition with him. If the 
correction sometimes seems, at the time, to be harsher than the manu- 
facturer thinks necessary, it is to be remembered that all actions are 
subject to trial in the courts and that the safeguards established for 
the manufacturer’s protection are those of our Constitution and the 


laws of Congress. 


Inspectors’ Duties 


In carrying out his duties in learning and reporting facts, it is the 


inspector’s basic instruction that he shall conduct his inspections on 
a courteous and tactful basis in an atmosphere of friendly helpfulness, 
to the degree that the attitude of management will permit. He is fully 
prepared to be accompanied in his rounds by responsible officers of 
the plant and to point out to them the observations which he makes. 
He is fully authorized to discuss his conclusions and make such sug- 
gestions as he can properly make. He is not expected to force his 
comment upon an unwilling or disinterested plant superintendent nor 
is he required to engage in argument or controversy. He is not present 
in the role of an expert in plant management nor as a talebearer to 
discuss what he has observed in one plant with management of another. 
He does not make any rules or give any orders. He does incorporate 
his factual observations and the information imparted to him into a 
report which he submits to his headquarters. 

These reports are reviewed by trained men who have the benefit 
of many reports, and evaluation is made in the light of the over-all 
picture presented, with broad knowledge of the subject matter and of 
the industry under consideration. Where the facts compel it, further 
investigation is made, both by repeat factory inspections and by the 
collection and examination of samples taken from the channels of 
interstate commerce. Any action to seize, prosecute or enjoin must 
be passed on in Washington, where the facts are studied in a frame 
work of over-all policy. Approved regulatory actions are reviewed 
from a legal standpoint in conformity with rules and patterns estab- 
lished by the Actorney General and thereafter referred to the appro- 
priate United States Attorney for filing. 

| have heard it suggested that inspectors engage in fishing expedi- 
tions, undertaken to trap the unwary manufacturer, by concealing 
from him their observations and thereafter reporting to administra- 
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tive officers in a highly colored fashion. I know for a fact that any 
such stories are far from the truth. Inspectors are required to report 
factually on the attitude of the manufacturer, and put down a summary 
of comment and suggestions made to the manufacturer and what the 
manufacturer said and did about it. Many manufacturers have told 
me that they were tremendously benefited by the discussions that they 
have had with inspectors and have been able to avoid difficulties that 
might well have arisen if they had not been forewarned by the com 
ment which was given them. 

Let me say, here and now, that I recognize that what | have been 
saying is well known to most of you. The vast majority of the canners 
of the United States display splended cooperation with our factory 
inspection programs and if they do not always feel a surge of joy at 
the arrival of an inspector, they manage to conceal their feelings very well. 


Other Types of Investigation 


We of course must be constantly engaged in studies and investiga 
tions that are not directly a part of factory-inspection operations. We 
must acquire and evaluate a vast store of information about the prob 
lems that beset industry, and seek remedies for these problems. We 
must make the necessary studies to maintain a sound continuation of 
a standard-making program. We must be alert to the best of our 
ability and resources to all of the changes, both rapid and slow, which 
are going on in industry. We must try to evaluate all of these things 
and maintain a policy and program of regulation calculated to keep 
situations from getting out of hand. In all of this we do enjoy wide 
spread cooperation from the industries affected. We do have the 
benefit of a vast amount of research and progressive study that industry 
devotes to its problems. Much of this factual information which ts 
made available to us is technical and scientific. Much of it comes to 
us in well-prepared reports that we can study and inquire into by 
cross-checking and comparison of results. On some occasions, | have 
been impressed with difficulties that arise in developing this exchange 
of facts. Sometimes a basically sound and common sense approach 
to this sharing of the facts for the common good seems to fall down, 
and our efiorts at getting all the facts that can be brought to bear 
on a given problem take on the color of a sparring match. l-ach side 
seems to fear to lower its guard for an instant lest there be a sock in 
the solar plexus from an opponent. This attitude should never exist 
It is not my purpose to deliver a lecture on how to deal with the Food 
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and Drug Administration. It does seem to me, however, that when 
one has technical and scientific data which have been laboriously and 
earnestly obtained, and he desires to bring them to the attention of the 


enforcement officials as of possible influence on the knowledge and 
judgment which they seek to apply to their tasks, that there are logical 
ways to do it, and that a fear that they may be used against the giver 
is misplaced. 

I suggest that the practice to be followed is that which prevails 
among scientific and technical people generally. Why not submit data 
in the coherent, written form of a scientific or technical report for 
study by scientists who are familiar with the subject matter, and 
provide opportunity for discussion, elaboration, verification and col 
laborative study, where such is indicated? We cannot give much 
weight to some of the facts or alleged facts about which we are told 


because we are not given much opportunity to examine them objectively 


We hope that you will always feel free to call our attention to 
facts that we should consider. We do wish to take into account all 
that is relevant and pertinent. We are anxious to give such facts all 


the weight they deserve. 


Vinegar-Fly Problem 

lL come now to a topic which | have included by request. It is 
not of direct interest to all canners, but should be of concern to all 
who have any problem of housetly or vinegar-tly infestation. It ts of 
much concern to tomato canners in some localities. Prevalence ot 
vinegar flies attords an opportunity for the drosophila to lay their eggs 
in cracked and broken areas of tomatoes and unless adequate precau 
tions are taken to prevent this, tomato products made from such stock 
may contain both the eggs and maggots from the tly. Obviously, this 
problem for basic solution calls for the establishment of practices which 
will eliminate the fly as a source of contamination. In general, the 
ettorts carried on to develop ettective entomological control have not 
heen particularly encouraging. Additional study and extended etforts 


to develop more successful control will be made. 


Much has been said about the appearance of these eggs and 
maggots in otherwise sound tomatoes. | believe that the inferences 
that have been drawn in some quarters from these comments about 
infestation of sound tomatoes are somewhat broader than the facts 
warrant. It is not my intention to dispute the application of the term 
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“sound” to tomatoes displaying even deep cracks radiating from the 
stem end center so long as those cracks are not moldy or rotten, It ts, 
however, to be kept in mind that the primary location of egg depos 
tion is in these cracks. In those areas where cracked tomatoes are the 
exception rather than the rule, even though the incidence of vinegar 
Hy and other flies is not significantly different quantitatively, the inc) 
dence of eggs and maggots in the tomato products is tremendously 
less. It would appear that the circumstances which predispose to 
heavy contamination with eggs and maggots are simply those where 
the thes are highly prevalent and the growing conditions promote 
cracking of tomatoes Phe occurrence of rot in tomatoes of cours 
varies in ditferent localities, different seasons and at ditlerent times 
within the season due to weather and changing comaitye . Some 
the same features are applicable with respect to the ege-and-maggot 
problem and, until such time as etfective methods of eliminating 1] 
infestation are developed, it may be that the solution of the probles 


ssimilar to that of the problem of partially rotten tomate 


Proposals for Control 
Phere is some debate about the feasibility of eliminating fly egg 
from the cracks in tomatoes by a washing process, using significant 
force of the water Whether the feasibil t\ of thi appro h has beet 
adequately explored Teannot say. If it has not. it may offer a solution 
although | have been told about the gelatinous character of the eggs 
If a washing method is not feast * then these 
uch the same basis as the rotten spots 


d out and such ;: ocedure 


he he 
n though 


>not yet been offered. 


\rguments have been made that recogniz 
nas an index of decomposing tomatoes or oth 
the light of recent studies on tomato products 


that egy-and-maggot infestation is nothing more 


decomposition, or not even that, may have some appeal as an argu 


ment in some circles, | seriously question whether cor I] doe 


particularly intrigued by the more esoteric viewpoints 
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raised, since the consumption of fly eggs and maggots as a necessary 
concomitant of eating tomato products is not likely to appeal even if 
we call the maggots larvae. The courts and juries seem to agree that 


eggs and maggots in tomatoes constitute filth, We are very much 
interested in studying the data of various investigators who have been 
goncerned with the vinegar-fly problem. Our attention has been 


directed to some of the work that has been done, but reports in suitable 
torm for our study and consideration have not been made available to us. 


The comments with regard to entomological control of this prob- 
lem prompt me to remind all of us again that pesticides generally are 
made to kill and are not intended to be eaten. This fact should ever- 


lastingly be kept in mind in the production of food. 


Consumer-Consultant Panel 


Considerable interest has been manifested in the appointment of 
a number of consumer consultants to the Food and Drug Administra 
tion and I have been asked to explain what kind of help these con 
sultants give us and also have been asked what kind of people these 
consultants are. The 16 consumer consultants who have been desig 
nated represent a fairly comprehensive cross-section geographically 
and from a standpoint of training and experience. They are located 
in each of our 16 districts throughout the country. Many of them 
have had specialized training in home economics, and most of them 
are people with college educations and with an interest in public 
service. It has not been our view that the consumer consultants in and 
of themselves would serve as a fountain of information of consumer 
reactions to particular questions and problems, but rather that they 
could undertake through properly conducted efforts to obtain for us 
objective information from individuals and groups in their com 
munities. We do not consider their reports as necessarily final. We 
do find them of benefit to us in applying sound principles. Where 
conclusive proof is needed, it is necessary to have statistically sound 
data. The need for information as to consumer recognition, consumer 
understanding and consumer acceptance of products and their labeling 
is obvious. The purpose of the enforcement of the Food, Drug, and 
Cosmetic Act is to protect the American consumer. The understand 
ing of the American consumer must in some way and in some degree 
be measured in order to accomplish such protection. The consumer 
consultants are helpful to us in obtaining information along these lines. 





ENFORCEMENT DEVELOPMENTS 


Status of Food Standards 


You are, no doubt, interested in the present status of food stand 


ards which are in any way of concern to canners: 


Canned pineapple and pineapple juice. —Vindings of fact and tenta 
tive order are in course of preparation. These include standards of 


identity, standards of quality and standards of fill of container 


Canned tuna.—Standards-of-identity and fill-of-container hearing 
is being delayed beyond schedule to afford industry opportunity to do 
additional study which is now in progress. I expect that the hearing 


will be heard before the end of this veat 


Canned mushrooms.—Standard of fill of container and amendment 
to standard of identity became effective December 10, 1952. There is 


no likelihood of any appeal. 


Canned fruits, particularly canned peaches._-These are under explora 
tory study from a standpoint of fill of container as attected by change 
in filling practices. 

Canned salmon.—Standard of identity and fill of container field 
work ts still in progress. | make no guess as to when it may be reads 


for hearing. 


Spray residue tolerances.—Draft of tentative order has been con 
sidered by Food and Drug Administration, Department of Agriculture 
and Public Health Service. It should be in the hands of the Adminis 
trator shortly. 

Among the products that may be scheduled for early considera 
tion looking toward a standard of identity is canned sardines. In spite 
of the fact that sardines in cans have been a widely produced and dis 
tributed article of commerce in many parts of the world for a great 
many years, the question of just what the consumer considers a sardine 


is still very much disputed. Is it a variety of fish, or a group or family ? 
Is it a style of pack or several styles? Does it include large, mature 
fish or are sardines small, immature fish? What are the permissible 


packing media? These and other questions still exist. Is it better to 
settle as many of these questions as possible in the courts or should 
all the questions be resolved by hearing evidence’ The interests of 
importers and the various areas where sardine-like fish are packed 
or have been packed in the United States and the many different styles 
and kinds of fish involved create quite a problem of reconciliation 
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before any generally acceptable identity standard can be evolved. It 
seems to be beyond argument that the consumer has a right to be a 
thoroughly bewildered citizen. One might say: “He pays his money 
and takes his chances.” It is to be hoped for the welfare of packers, 
as well as the public, that this unsatisfactory situation will be adjusted 
by early hearings. 

In connection with recent discussions about sardines it has re 
peatedly been said that the food and drug inspectors have made 
rulings which are adverse to the public interest, as well as the interest 
of canners. I'd like to emphasize that the Food and Drug Administra 
tion does not make rulings. We can express opinions and do so when 
requested in order to be helpful, but rulings or regulations can be 
made only by the Administrator of the Federal Security Agency and 
all such are based on public hearings and are subject to all the safe 
guards, including appeals to the courts. The regulatory actions brought 
under the Food, Drug, and Cosmetic Act are all subject to trial in the 
courts. We do not constitute prosecutor, judge and jury, but act in 
the role of complaining witnesses. 

hime does net permit me to discuss many other questions and 
points that have been suggested to me nor those that | can think of 
myself. To want to thank the association and its officers for this 
opportunity. May | again assure you of our earnest desire to administer 
the Act sanely, fairly and in good conscience, always in the direction 
of the greatest honesty and fair dealing in the interest of consumers, 
which tourse [| am entirely sure ts always in the best interest. oi 


canners, too {The End] 


¢ TRADE REGULATION—ACQUISITION OF ASSETS; 
EXCLUSIVE-DEALING CONTRACTS ¢ 


Flour and flour-base mixes . . . \ complaint 
mailling company W th violation of tl ! 1 
Antitrust Act through the aequisitt 

Pallies has been ordered dismissed iD 


complamt, the hearmge examiner held that 


plaiat were not supported by reliable evidence 
eleased May 1, 1953.) 


Biological products . . . The sak nti , 

cholera virus under exclusive-dealing con ¥ ordered 
discontimued The ordes specifically requires t} ! ronda t te les'st 
rom entorcme anv agreement to the effect that tl purchaser of the 
products shall purchase all of his requirements from the respondent 
(Initial order released April 22, 1953.)—CCH Trape Reouiation Rt 
vorts, | 11,392; 11,387 





How the Federal Food, 
Drug, and Cosmetic Act 
Applies to the Pharmacist 


By N. E. COOK 


In This Address, Given at Temple University School of Pharmacy 
on March 9, Mr. Cook Noted That Direct Application of the Fed- 
eral Food, Drug, and Cosmetic Act to Practice of Pharmacy Is 
Principally in the Provisions of the Durham-Humphrey Amendment 


| HAVE BEEN ASKED TO TALK to you about how the Federal 
Food, Drug. and Cosmetic Act applies to the pharmacist. If | 


can give vou any useful information, | am glad to do se 


| have a degree in pharmacy and | have had a limited amount oft 
experience in running a hospital phamacy. For more than 13 year 
| have been with the Food and Drug Administration as an inspector 
in the field and, more recently, in an administrative job as assistant 
to the Commissioner in Washington I lay no claim to being the 
architect of the Administration's poliey in dealing with the illegal sal 
of drugs at the retail level. but | have had something to do with the 
development of that policy and Lam glad to have an opportunity ot 
this kind to talk to a graduating class in pharmacy about it. | am sure 
that if there were more opportunities for discussion of this kind it 
would lead to better mutual understanding 

The direct application of the Federal Food, Drug, and Cosmeti 
\et to the practice of pharmacy ts principally in the provisions of the 
lDourham-Humphrey Amendment. | would lke to emphasize that there 
Is nothing compheated about this ame ndment nor are there any com 
plex regulations under the law. If a drug has on its label the stat 
ment “Caution: Federal law prohibits dispensing without) preseription 


1) 


that legend is a clear injunction not to sell the drug without a presery 
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sioner, Food and Drug Administration 





tion and not to refill the prescription without authorization from the 
physician. Of course, you cam assume that the manufacturer made a 
mistake when he put the prescription legend on the drug and violated 
the law himself, and on that assumption you can go ahead and devise 
some labeling for it and sell it over the counter, but you do so at your 
own risk. 

I would like to point out, though, that in determining whether a 
drug should have the prescription legend, toxicity per se is not the 
sole criterion laid down in the law. The whole definition in the law 
reads essentially: “a drug which—because of its toxicity or other 
potentiality for harmful effect, or the method of its use, or the collateral 
measures necessary to its use, is not safe for use except under the 
supervision of a practictioner licensed by law to administer such drug.” 
There is also the question of whether a product is a new drug limited 


by the terms of an effective application to prescription sale, which is 
another definition of a prescription drug in the law. 


Some of the potent antibiotics are good examples of drugs that 
are relatively nontoxic but are, in our opinion, prescription drugs under 
the legal definition. Without having statistics to support it, | would 
venture the opinion that penicillin has caused fewer deaths in the last 
several years than aspirin, but there are few people who would argue 
that penicillin should not be restricted to prescription sale. Poten- 
tialities for harmful effect from unsupervised use of penicillin arise 
hecause of improper dosage or failure to use necessary collateral 
measures in serious disease; the possibility of development of resistant 
strains; the possibility of sensitization to the drug that may prevent its 
later use in an emergency situation; and the possibility of overgrowth 
of nonsusceptible organisms. Similar considerations have led our 
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medical staff to the conclusion that other relatively nontoxic sub- 
stances are properly prescription drugs within the definitions in the law. 

When you encounter products that have the prescription legend 
and you think they should not, we would be glad to have you call them 
to our attention. I am sure that you will occasionally encounter such 
products. Recently, I received a letter from a firm that said it was 
putting the prescription legend on five-grain cascara sagrada tablets. 
This firm wanted to know whether the label should also bear the 
laxative warning. We do believe, though, that the vast majority of the 
products you encounter will be properly labeled. 

This amendment has now been in effect for almost a year. We 
believe that it has created no special problems. It is true that phar 
macists write in to us and ask a number of questions about the appli 
cation of the law to specific situations. For example, many of them 


have asked us how to keep a record of telephoned prescriptions or 
telephoned refill authorizations. We have replied that there are no 
specific regulations, and at the same time we have suggested what 


seemed to us rather obvious precautions. It would seem to be a 
matter of common sense to keep your records in such a fashion that 
when a customer comes in for a refill you can readily tell whether 
refilling is authorized, and also tell when the prescription was filled or 
when it was last refilled, and whether there has been a reasonable 
interval for the drug to have been used in accordance with the physi- 


cian’s directions. 


Interstate Mailing of Prescriptions and Refills 


We have also been asked about the legality of mailing a prescribed 
drug or an authorized refill from one state to another. On questions 
like this we've pointed out again that there are no regulations dealing 
specifically with the subject, and that there have been no court cases 
interpreting the law in this regard. It should be obvious that we are 
not going to bring a case against a druggist for mailing a prescribed 
drug or an authorized refill to a patient who is on vacation or is other 
wise temporarily away from his home or his physician. Administra 
tively, it would be foolish to risk a bad interpretation of the law on 
such a technicality, and it would be equally foolish to waste our time 
on trivialities that have no public-health significance. It's a different 
story altogether, though, if the druggist is supplying a barbiturate 
addict by mail or if he is doing a mail-order business in prescription 
drugs. As you may know, we have to deal with some firms that are 
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in a business of treating serious disease by mail with prescription 
drugs, including barbiturates for epilepsy. Some of these firms employ 
physicians, and the legal question that arises is whether the drugs 
they supply on this mail-order basis are dispensed on prescription 
within the meaning of the statute. 


Preference Is for Definite, Self-Limiting Refill Instructions 


We have also had a number of inquiries about the propriety of 
using a refill instruction on a prescription like “refill as requested,” 
“refill ad lib,” or “refill PRN.” Frankly, we do not yet know the legal 
status of such a refill instruction, since we have brought no cases that 
involved it. We do know that this type of refill instruction lends 
itself readily to abuse, and for that reason we prefer a type of refill 
instruction that is more definite and self-limiting. | recently reviewed 
a case in which a prescription marked ?’RN was being refilled several 
years after it was written. By taking a prescription box to different 
stores in the same chain it was possible to obtain multiple refills in 
the same day. This case would have been sent forward for prosecution 
and a determination of the status of such an indefinite refill instru: 
tion, but the legal experts questioned the sufficiency of the technical 
evidence on other grounds than the type of refill instruction on the 
prescription, 

lf might also mention that the courts are taking an increasing! 
serious view of some of these cases of illegal sale of prescription drugs 
In the last fiscal year one druggist was sentenced to two years in jail 
It was a particularly aggravated case, and involved selling barbiturates 
te teen-agers. There were four other jail sentences imposed and there 
were substantial fines in other cases. I can assure you that these wer 
not just technical violations, In most cases we got our leads from 
police departments, emergency hospitals. coroners’ reports or reports 
of injury sent us by physicians. That indicates the seriousness ot 
the injuries that result from illegal trafhe in potent drugs. In a good 
many instances it is the injured person himself or a member of his 
family who appeals to us for help in cutting off a source of supply of 


dangerous drugs. 


Repackaging and Relabeling by Druggists 


\s | have said, the Durham-Humphrey Amendment is the section 
of the law directly applicable to the practice of pharmacy. However, 


it the pharmacist elects to go in for repackaging and relabeling of 
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products under his own labels or engages in promotional advertising 
for various products on his own, he is, of course, under an obligation 
to comply with other sections of the law if the products he sells have 
moved in interstate commerce and thus have become subject to federal 
jurisdiction. The principal enforcement problem we encounter here 
is that the druggist may become a bit too enthusiastic about the 
medicinal virtues of the products he is promoting. For example, a 
termination-of-prosecution report that crossed my desk last week 
concerned a druggist who was buying fluid extract of celery seed, 
repackaging it and labeling it as a treatment for arthritis. We had 
seized his entire stock of the material a few months ago, but at some 
thing more than $5 for a small bottle, he apparently thought that the 
business was too lucrative to abandon. He had obtained fresh ship 
ments of the material and continued to promote it for arthritis. We 
filed a criminal-prosecution action against him and, on his plea of nolo 
contendere, the federal judge assessed a fine of $1,500. 

In other cases we have found that druggists may not make 
excessive claims tn the labeling of the product, but do make extrava 
gant representations in advertising. Here again, the dealer may run 
afoul of the law, since he is obligated to put in his labeling adequate 
directions for use for the conditions for which he promotes the article 


In advertising 


Imitation and Substitution Problem 


| would like to say a word about imitation products and substitu 
tion in prescription practice. | am not talking about deliberate substitution, 
like dispensing ascorbic acid tablets for cortisone—though we recently 
prosecuted a druggist tor doing just that. | mean the situation where 
the salesman offers you an obvious imitation of an expensive preserip 
tion specialty at a much reduced price \side trom any other question 
of ethics or legality I want to make the pom that in too many cases we 
have investigated, the imitation product was seriously deficient im 
claimed poteney or otherwise adulterated—in short, it represented not 
just an imposition on the rights of the manufacturer of the genuine 
article, but could seriously atfect the patient. For that reason we are 
hecoming increasingly concerned about the imitation and substitution 


problem which, according to reports, is also providing headaches for 


the major professional pharmacy associations and state regulatory 


avencies 
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Before closing, | would like to emphasize that we are not trying to 
harass the pharmacist and that we have a real interest in your problems 


and a genuine desire to be helpful. It has been alleged that there are 


few people in the Food and Drug Administration who know the 
problems of the pharmacist, but 1 can assure you that there are many 
pharmacists in responsible administrative positions both in Washington 
and in the field. In Atlanta, the district in which I formerly worked, the 
chief of the district is a pharmacist, the chief inspector is a pharmacist 
and two of the ten inspectors are pharmacists. I have not attempted 
to run down the entire roster of food and drug personnel, but | do 
know that many of the men who do our drug work and who review the 
reports on drug inspections are trained in pharmacy or pharmaceutical 
chemistry. | would also like to add that I am confident that if you 
engage in the professional practice of pharmacy in the way that you 
have been taught to practice it, you will encounter no difficulties with 


the Food and Drug Administration. [The End] 


© RADIOISOTOPES ¢ 


The following excerpts are from an address, “The Use of Radio 
isotopes Under Federal Food and Drug Laws,” which Was delivered at 
Oak Ridge Institute of Nuclear Studies, Oak Ridge, Tennessee, on 
April 28, 1953, by W. B. Rankin, Assistant Director of Field Operations 
of the Food and Drug Administration 

“Radioisotopes have been available for a long time in the form ot 
uranium, radium, and related, naturally occurring materials. XN rays 
have had their place in medicine and industry for years. Neither isotopes 
nor radiations were present in sufficient quantity, however, to suggest 
that they might be employed in volume in biological industries. This is 
changed today. Millions of curies of radioactivity are produced by the 
nuclear reactors, both intentionally and as by-products. Very properly 
the Atomic Energy Commission sponsors studies to determine what 
worthwhile use can be made of vast stores of waste products from the 
atomic piles. 

“What is the role of the Food and Drug Administration in this 
search for profitable civilian applications of atomic energy? 

“Even small amounts of radiation are injurious to plant and animal 
cells. Radiation is a poison. Radioisotopes are poisons not only because 
many of them are heavy metals but also because their radiations are toxic 

“Are these potentially useful tools to be barred then from food and 
drug manufacturing because they are poisons? Not at all. Other poisons 
are used by biological industries with real benefit to agriculture, industry, 
and the consumer. It is essential, though, to determine carefully what 
safeguards must be placed around the use of radioisotopes in the interest 
of the consuming public.” 





FEDERAL DRUG REGULATIONS AS THEY APPLY TO 


VETERINARIANS 


By J. H. COLLINS, D. V. M. 


A Veterinarian Who Sells a Drug Without a Personal Knowledge 
of an Animal's Condition May Be Assuming the Role of a Re- 
tail Pharmacist Making an Over-the-Counter Sale, Says Dr. 
Collins. This Article Is Reprinted from the Journal of the 
American Veterinary Medical Association for January, 1953 


HE BASIC INTENT of the Congress of the United 

enacting the Federal Food, Drug, and Cosmetic Act was, in the 
case of drugs, to make the use of drugs, whether by laymen or medical 
practitioners, a safer procedure than it was before passage of the law 


The legislative history of the Act does not show that Congress had any 


intention of preventing self-medication when this can be done safely 


and is not contrary to the interests of public welfare 


The Act itself unequivocally requires the labeling of all drugs to 
bear “adequate directions for use.” It provides, however, that where 
“adequate directions for use” are not necessary for the protection of 
the public health, the Federal Security Administrator shall promulgate 
regulations providing for exemption from that requirement. The regu 
lations which were promulgated provided exemption for drugs which, 
because of toxicity or other potentiality for harmful effect or the meth 
ods of use or collateral measures necessary to use, are not generally 
recognized by experts as safe and efficacious except by or under the 
supervision of a physician, dentist or veterinarian if, among othet 
things, their labels bore the statement: “Caution: To be dispensed only 
by or on the prescription of a .’ the blank being filled in 


with one or more of the words “physician,” “dentist” and “veterinarian.” 


Many companies which wished to limit sales of their products 
exclusively to physicians, dentists and/or veterinarians abused the 
above statement provided by the regulations. Many items which could 


>2?2 
ated 
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be labeled with “adequate directions for use” for over-the-counter sale 
for self-medication were labeled instead with the so-called “Rx legend 
It was not uncommon to see on the same shelf in a drugstore two dit 


ferent brands of a simple home remedy having similar compositions 
labeled as an over-the-counter item by one manufacturer and as a pre 
seription-only item by another. Such inconsistencies created contu 
sion in the minds of pharmacists. with the result that to many druggists, 
the “Kx legend” had little or no meaning. 

The alarming dangers of this situation became apparent when 
food and drug inspectors began to uncover instances of gross negli 
gence, apathy or culpable greed on the part of some pharmacists and 
even a few physicians in selling to any person asking for them such 
potent and dangerous drugs as barbiturates, amphetamines, sulfon 
amides and sex hormones. It frequently developed that these pur 
chases were made for the purposes of immorality, self-destruction, sat 


istving an established habit, self-treatment of venereal diseases, et 


These abuses, coupled with the widespread confusion among ethi 
cal pharmacists and physicians who sincerely desired to comply with 
the law. necessitated and brought about enactment of the Durham 
Humphrey Amendment to the Federal Food, Drug, and Cosmetic Act. 
Briefly, this amendment provides that a drug, intended for use by man, 


which ts a habit-forming drug or which, because of its toxicity or other 


potentiality for harmful effect, or the method of its use, or the collat 


eral measures necessary to its use, is not safe for use except under the 
supervision of a practitioner licensed by law to administer the drug, 
shall be dispensed only on prescription. The labels of drugs falling 


within this category must bear the statement: “Caution: Federal law 
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prohibits dispensing without prescription.” The amendment provides 
further that drugs which do not belong in the above category shall be 
deemed to be misbranded if their labels do bear that statement 


The Durham-Humphrey Amendment necessitated a change in 


the regulations previously mentioned which were promulgated to provide for 
exemption from “adequate directions for use.” The regulations as 
they now stand and as published in the Federal Register of July 25, 1952 
are, to all intents and purposes, practically the same with respect to 
drugs for animal use as they were before. The Act itself has not 
changed. It still requires “adequate directions for use.” which are in 
terpreted by the regulations to mean directions under which the lay 


man can use a drug safely for the purpose for which it is intended 


Exemptions from ‘‘Adequate-Directions’’ Requirement 


In the case of drugs for animal use, the regulations provide two 
primary exemptions from the “adequate-directions” requirement of the 
Vet. viz 


(1) A drug which, because of its toxicity, « IS not safe for u 
except under the supervision of a licensed veterinarian shall be exempt 
ft. amony other things, its label bears the statement: “Caution: Fed 
eral law restricts this drug to sale by or on the order of a veterinarian, 
the recommended or usual dosage, route of administration if not for 
oral use iil d the quat tity or proportion at each rctive invredy rt 
unothcial preparations fabricated trom two or more ingredients 


(2) \ drug shipped directly to or in the possession of a license: 


veterinarian shall be exempt if its label bears the required information 
enumerated above, with the exception that the labels of drug 

vould be suitable for over-the-counter sales it 

lust not ‘ar the “Caution” statement. In 

ver, there ts ohibition against statemcl 


“Sold to graduate 


FDA Position on First Category 


In the ofhieral opinion of the Food and Drug Ad: 
will be comparatively few drugs for animal use which wi 


to the exemption of the first catege 


~ 
1 


r\ Othemlly, we on 
h the 


position that every owner of animals 
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to attempt to make his own diagnosis and to attempt treatment of his 
own animals, which admittedly are his own property. He has a Sta- 
tutory right to demand and receive safe and efficacious drugs with 
which to attempt that treatment if he so desires. It is the duty of the 
Food and Drug Administration to enforce the Act in the interest of the 
general public, particularly the requirements for adequate directions 
for effective use and adequate warnings for safe use, and the prohibi- 
tion against false or misleading claims. 

We are occasionally asked, by veterinarians who believe that most 
drugs for animal use should be restricted to professional use only, why 
the Food and Drug Administration does not place more restrictions 
on such drugs. In addition to the preceding comments, we must rec 
ognize that Congress sets public policy when it enacts laws, and, 1m 
this instance, the medication of animals by their owners has been ac 
cepted as public policy when the medicine can be safely and intelli 
gently administered by the lay user. Other than to insist on strict 
enforcement of local veterinary-practice laws, the best way, and per- 
haps the only way, for a practitioner to protect his professional inter 
ests from the inroads of those who promote and adopt lay treatment 
of animals is to provide an up-to-date, scientific service of a higher 
type than that which can be rendered by nonveterinarians. 


Note of Caution to Veterinarians Who Dispense Drugs 


Veterinarians in practice should give consideration to the applica 
tion of the Act and its various regulations to their own activities. 
Those who dispense drugs to treat conditions which they have diag 
nosed in animals which they have actually seen have little to concern 
them other than to furnish the owner with directions and warnings 


for proper use of the drugs dispensed. On the other hand, however, a 
veterinarian who sells a drug without a personal knowledge of the 
animal’s condition may be assuming the role of a retail pharmacist 


making an over-the-counter sale. A drug should not be dispensed in 
this manner unless it bears, when sold, a label containing (1) the name 
and address of the manufacturer, packer or distributor, (2) the quan 
tity of contents in the package, (3) the common or usual name of each 
active ingredient, (4) adequate directions for use and (5) adequate 
warnings if necessary. [The End] 
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